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U.5. ENVIRONMENTAL PROTECTION AGENCY Name of pesticlds Product:
Office of Pesticide Programs MON 89034

Biopesticides and poliution Prevention Division (7514P)
1200 Pennsylvania AvenlUe NW
Washington, DC 20460

NOTICE OF PESTICIDE REGISTRATION
X_ Registration
. Reregistration

{unhder FIFRA, as amended)

Name and Address of Reglstrant {include ZIP Code):

Monsanto Company
800 North Lindbergh Bivd.
St. Louis, MO 63167

correspondentce o1

On the basis of information furnished by the registrant, the above named pesticide is hereby registered/reregistered under
the Federai Insecticide, Fungicide and Rodenticide Act.

Reglistration is in no way to be construed as an endorsement or recommendation of this product by the Agency, in order to
protect health and the environment, the Administrator, on his motiorn, may at any time suspend or cancel the registration of
a pesticide In accordance with the Act. The acceptance of any name in conpection with the reglstration of a product under

this Act is not to be construed as giving the registrant a right to exciusive use of the name or to its use if It has been covered
by others.

The reqgistration application referred to above, submitted in connection with registration under * 3(c)(7)(C) of the
Federal Insecticide, Fungicide, and Rodenticide Act, as amended, is acceptable provided that you do the following
terms and conditions.

1) The subject registration will automatically expire on midnight September 30, 2010.

2) The subject registration will be limited to MON 89034 in field or sweet corn. Further, MON
89034 sweet corn may only be sold directly to processors or through commercial dealers to
large growers. MON 88034 sweet corn may not be sold to small roadside or home growers

3) Submit/cite all data required for registration of your product under FIFRA §3{c)(5) when the
Agency requires registrants of similar products to submit such data.

Slgnature of Approving OffiCIal: Oate:

A s Duslipo g /oy

anet Andersen, Ph.D., Director
Biopesticides and Pollutlon Prevention Division {7511P)

EPA FOrm B570-6
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U.S. ENVIRONMENTAL PROTECTION AGENCY Name of Pesticide Produict:
Offlce of Pesticide Programs MON 89034

Biopesticides and Poltution Prevention Division (7511P)
1200 Pennsylvania Avenue Nw
Washington, DC 20460

NOTICE OF PESTICIDE REGISTRATION
X _ Redistration
___ Rereqistration

tunder FiIFRA, a5 amended)

Name and Address of Registrant (inciude ziP Code):

Monsanto Company
800 North Lindbergh Blvd.
St. Louis, MO 63167

On the basis of information furnished by the registrant, the above named pesticide s nereby registered/reregistered under
the Federal Insecticide, Fungicide and Rodenticide Act,

Registration is in no way to be construed as an endorsement or recommendation of this product by the Agency. In order to
protect health and the environment, the Administratcr, on his motion, may at any time suspend or cancei the registration of
a pesticide in accordange with the Act. The acceptance of any name in connection with the registration of a preductunder

this Act is not to be construed as giving the registrant a right to exciusive use of the name or to its use if it has been covered
by others.

The registration application referred to above, submitted in connection with registration under * 3(c)(7)(C) of the

Federal Insecticide, Fungicide, and Rodenticide Act, as amended, is acceptable provided that you do the following
terms and conditions.

1} The subject registration will automatically expire on midnight September 30, 2010.

2} The subject registration will be fimited to MON 89034 in field or sweet corn. Further, MON
89034 sweet corn may only be sold directly to processors or through commercial dealers 10
farge growers. MON 88034 sweet corn may not be sold to small roadside or home growers

3) Submit/cite all data required for registration of your product under FIFRA §3(c)(5) when the
Agency requires registrants of simitar products to submit such data.
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4) Submit the following data in the time frames listed:

QPPTS Guideline/
Study Type

Required Data

Due Date

1 860.1340 Residue
Analytical method -
Plants

For event MON 89034 corn, an independent lab validation of
the analytical method for the detection of Cry2Ab2 and/or

Cry1A.105. The registrant must also agree to provide to the

EPA laboratory (Ft. Meade, MD) methodology and/or
reagents necessary for validation of such analytical method
within 6 months from the date that the Agency requests
them.

4/1/2008

850.1010 Aquatic
Invertebrate Acute
Toxicity Testing,
Freshwater
Daphnids

A 7 to 14 day Daphnia study as per the 885 Series OPPTS
Guidelines needs to be performed. Alternatively, a dietary
study of the effects on an aquatic invertebrate, representing
the functional group of aleaf shredder in headwater
streams, can be performed and submitted in lieu of the
Daphnia study.

4/1/2009

Insect Resistance
Management

Monsanto did not address the likelihood of cross-resistance
of Cry1A.t05, Cry1Ac, Cry1Fa, proteins already in existing
Bt corn and Bt cotton products, and what impact such cross-
resistance would have on the durability of MON 89034,
Monsanto must provide additional information on cross-
resistance of Cry1A.105 and Cry1Fa and Cry1Ac (preferably
including binding site models and use of resistant colonies)
for the target pests and determine how such c¢ross-
resistance may impact the durability of MON 89034. The
Cry1A.t05 protein is a chimeric protein consisting of
Domains | and 1l and the C-terminus of CrytAc and Domain
I of Cry1Fa. It is important to address not only the
likefthood of cross-resistance potential of Cry1A.105 and
Cry1Ab and, similarly, Cry1A.105 and Cry2Ab2 {which was
done by Monsanto), but also that of Cry1A.105 and Cry1Ac
and CryiFa.

4/1/2009

Protocol
Due
8/1/2008

Insect Resistance
Management

Monsanto did not sufiiciently address the cross-resistance of
Cry1A.105, Cry1Fa, and Cry1Ac in the cotton-growing
landscape and how cross-resistance may impact the
durability of MON 88034. Should cross-resistance be of
concern then the durability of MON 89034 in the southern
cotton-growing areas might be compromised. Monsanto
needs to address this issue in subsequent simulation
modeling.

4/1/2009

Protocol
Due
8/1/2008

Insect Resistance
Management

Baseline susceptibility studies and/or a discriminating
concentration assay are required for the Cry1A.105 protein
against ECB, SWCB, and CEW and for the Cry2Ab2 protein
against SWCB, CEW

4/1/2009




OPPTS Guideline/ | Required Data ' Due Date
Study Type

Insect Resistance | To support sweet corn uses, baseline susceptibility studies | 4/1/2010
Management must be conducted on FAW populations collected from
sweet corn growing areas. Monitoring studies will be
conducted on FAW populations collected from sweet corn
distribution areas in states in which Monsanto MON 89034
and/or MON 88034 x MON 88017 sweet corn plantings
exceed 1000 acres. The collected populations of FAW will
be monitored for changes in susceptibility to the Cry1A.105
and Cry2Ab2 proteins.

5) The registrant must do the following Insect Resistance Management Program for MON
89034.

a) Refuge Requirements for MON 89034.

These réfuge requirements do not apply to seed increase/propagation of inbred and
hybrid seed corn nor to commercial hybrid sweet corn.

Grower agreements (also known as stewardship agreements) will specify that growers must
adhere to the following refuge requirements or, in the case of sweet corn, harvest practices
as described in the grower guide/product use guide and/or in supplements to the grower
guide/product use guide.

For MON 89034 sweet corn, growers are required to destroy any MON 89034 sweet corn
stalks that remain in the field following harvest via rotary mowing, discing, or plow-down
within one (1) month of harvest.

The com borer refuge must be planted with a non-BY/lepidopteran-protected hybrid, must
represent at least 20% of the grower’s corn acres (i.e. sum of [MON 890341} acres and corn
borer refuge acres), and must be planted within ¥ mile of the [MON 89034 field. Refuge
planting options include: separate fields, blocks within fields (e.g., along the edges or
headlands), perimeter strips, or in-field strips. If perimeter strips are implemented, the strips
must be at least 4 consecutive rows wide. The corn borer refuge can be treated with a soll-
applied or seed-applied insecticide for corn rootworm farval controf or a non-Bt foliar-applied
insecticide for corn borer control if pest pressure reaches an economic threshold for
damage. Growers who fail to comply with the IRM requirements risk losing access to
Monsanto corn PIP products. '

b) Grower Agreements for MON 89034.

i Persons purchasing the Bt corn product must sign a grower agreement. The term
“grower agreement” refers to any grower purchase contract, license agreement, or
similar tegal document.

ii. The grower agreement and/or specific stewardship documents referenced in the
grower agreement must clearly set forth the terms of the current IRM program. By
signing the grower agreement, a grower must be contractually bound to comply with
the requirements of the IRM program.



vi.

vii.

The registrant must integrate this registration into the current system used for their
other Bt corn PIPS to reasonably likely to assure that persons purchasing the Bt comn
product will affirm annually that they are contractually bound to comply with the
requirements of the IRM program. A description must be submitted to EPA by August
1, 2008.

The registrant must use grower agreements and submit to EPA within 90 days from
the date of registration a copy of that agreement and any specific stewardship
documents referenced in the grower agreement. If Monsanto wishes to change any
part of the grower agreement or any specific stewardship documents referenced in
the grower agreement that would affect either the content of the IRM program or the
legal enforceability of the provisions of the agreement relating to the IRM program,
thirty days prior to implementing a proposed change, the registrant must submit to
EPA the text of such changes to ensure that it is consistent with the terms and
conditicns of the amendment.

The registrant must integrate this registration into the current system to assure that
persons purchasing the Bt corn sign grower agreement(s), and must provide within
90 days from the date of the registration a written description of that system. A
description must be submitted to EPA by August 1, 2008.

The registrant shall maintain records of all Bt corn grower agreements for a period of
three years from December 31st of the year in which the agreement was signed.

Beginning on January 31, 2010 and annually thereafter, the registrant shall provide
EPA with a report showing the number of units of its Bt MON 89034 corn seeds sold
or shipped and not returned, and the number of such units that were scld to persons
who have signed grower agreements. The report shall cover the time frame of the
twelve month period covering the prior August through July.

vill. The registrant must allow a review of the grower agreements and grower agreement

records by EPA or by a State pesticide regulatory agengy if the State agency can
demonstrate that confidential business information, including names, personal
information, and grower license number, will be protected.

c) IRM Education and IRM Compliance Monitoring Programs for MON 88034.

Monsanto must design and implement a comprehensive, ongoing 1RM education
program designed to convey to Bt MON 88034 corn users the importance of
complying with the IRM program. The program shall include information encouraging
Bt MON 89034 corn users to pursue optional elements of the IRM program relating
to refuge configuration and proximity to Bt MON 89034 corn fields. The education
program shall involve the use of multiple media, e.g. face-to-face meetings, mailing
written materials, EPA reviewed language on IRM requirements on the bag or bag
tag, and electronic communications such as by Internet, radio, or television
commercials. Copies of the materials will be provided to EPA for its records. The
program shall involve at least one written communication annually to each Bt MON
89034 corn user separate from the grower technical guide. The communication shall
inform the user of the current IRM requirements. Monsanto shall coordinate its
education programs with educational efforts of other registrants and other



Vi,

organizations, such as the National Corn Growers Association and state extension
programs.

Annually, the registrant shall revise, and expand as necessary, its education program
to take into account the information collected through the compliance survey required
under paragraph vi. and from other sources. The changes shall address aspects of

~ grower compliance that are not sufficiently high.

On January 31, 2010, the registrant must provide a report to EPA summarizing the
activities carried out under the education program for the prior year. Annually
thereatfter, the registrant must provide EPA any substantive changes to its grower
education activities as part of the overall IRM compliance assurance program report.
The required features of the compliance assurance program are described in
paragraphs iv.-xv.) below.

The registrant must design and implement an ongoing |1RM compliance assurance
program designed to evaluate the extent to which growers purchasing its MON
88034 Bt corn product are complying with the 1BM program and that takes such
actions as are reasonably needed to assure that growers who have not complied
with the program either do so in the future or lose their access to the MON 89034 Bt
corn product. The registrant shall coordinate with other Bt corn registrants in
designing and implementing its compliance assurance program and integrate this
registration into the current compliance assurance program used for their other Bt
corn PIPS. The registrant must prepare and submit within 90 days of the date of
registration a written description of their compliance assurance program. Other
required features of the program are described in paragraphs v. — xv.} below.

The registrant must establish and publicize a "phased compliance approach,” i.e., a
guidance document that indicates how the registrant will address instances of
noncempliance with the terms of the IRM program and general criteria for choosing
among options for responding to any non-compliant growers. The options shall
include withdrawal of the right to purchase Bt corn for an individual grower or for all
growers in a specific region. An individual grower found to be significantly out of
compliance two years in a row would be denied sales of the Monsanto corn PIP
products the next year. Similarly, seed dealers who are not fuffilling their obligations
to inform/educate growers of their IRM obligations will lose their opportunity 10 sell
Monsanto corn PIP products.

The 1IRM compliance assurance program shall include an annual survey of a
statistically representative sample of Bt corn growers conducted by an independent
third party. The survey shall measure the degree of compliance with the IRM
program by growers in different regions of the country and consider the potential
impact of non-response. The sample size and geographical resolution may be
adjusted annually, based upon input from the independent marketing research firm
and academic scientists, to allow analysis of compliance behavior within regions or
between regions. The sample size-must provide a reasonable sensitivity for
comparing results across the U.S. The survey will include only growers planting at
least 200 acres of corn in the Corn Belt or 100 acres of corn in corn/cotton growing
regions.
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vii.

Xi.

Xii.

xiil.

Xiv.

XV.

The survey shall be designed to provide an understanding of any difficulties growers
encounter in implementing IRM requirements. An analysis of the survey results must
include the reasons, extent, and potential biological significance of any
implementation deviations.

The survey shall be designed to obtain grower feedback on the-usefulness of
specific educational tools and initiatives.

The registrant shall provide a final written summary of the results of the prior year’s
survey (together with a description of the regions, the methodology used, and the
supporting data) to EPA by January 31 of each year. The registrant shalt confer with
EPA on the design and content of the survey prior to its implementation.

Annualty, the registrant shall revise, and expand as necessary, its compliance
assurance program to take into account the information collected through the
compliance survey required under paragraphs vi. through viii. and from other
sources. The changes shalt address aspects of grower compliance that are not
sufficiently high. The registrant must confer with the Agency prior 1o adopting any
changes to a previously approved CAP.

The registrant shall train its representatives who make on-farm visits with MON89034
Bt corn growers to perform assessments of compliance with IRM requirements. in
the event that any of these visits result in the identification of a grower who is not in
compliance with the IRM program, the registrant shall take appropriate action,
consistent with its "phased compliance approach,” to promote compliance. This on-
farm assessment program has no minimum acreage threshold for growers.

The registrant shall carry out a program for investigating legitimate "tips and
complaints” that its growers are not in compliance with the IRM program. Whenever
an investigation results in the identification of a grower who is not in compliance with
the IRM program, the registrant shall take appropriate action, consistent with its
“phased compliance approach.”

if a grower, who purchases MON 88034 Bt corn for planting, was specifically
identified as not being in compliance during the previous year, the registrant shall
visit with the grower and evaluate whether that the grower is in compliance with the
IRM program for the current year.

Beginning January 31, 2010 and annually thereafter, Monsanto shall provide a report
to EPA summarizing the activities carried out under their compliance assurance
program forthe prior year and the plans for the compliance assurance program
during the current year. The report will include information regarding grower
interactions (including, but not limited to, on-farm visits, verified tips and complaints,
grower meetings and letters), the extent of non-compliance, corrective measures t¢
address the non-compliance, and any follow-up actions taken.

The registrant and the seed corn dealers for the registrant must alfow a review of the
compliance records by EPA or by a State pesticide regulatory agency if the State
agency can demonstrate that confidential business information, including the names,
personal information, and grower license number of the growers wilt be protected.



d) Insect Resistance Monitoring for MON 89034,

The Agency is imposing the following conditions for this product:

I

Post-commercial resistance monitoring programs must be established as an
extension of existing programs to track the susceptibility of the key lepidopteran
comn pests to the Cry1A.105 and Cry2Ab2 proteins. For the Cry1.A,105 and
Cry2Ab2 proteins, the registrant will monitor for resistance and/or trends in
increased tolerance for European corn borer, Southwestern corn borer, and con
earworm. Sampling should be focused in those areas in which there is the highest
risk of resistance development. Monitoring must be carried out under the same
protocols used for the products containing MON 810. Sampling should be focused
in those areas in which there is the highest risk of resistance development. In the
monitoring program, insect populations will be collected and each protein will be
tested separately, rather than a mixture of the two proteins, because resistance to
one protein could be masked by the activity of the other.

In addition to monitoring ECB, SWCB, and CEW, Monsanto will develop and ensure
the implementation for resistance monitoring for Spodoptera frugiperda (fall
armyworm of FAW) in counties which MON 89034 / MON 89034 x MON 88017
sweet corn acreage exceeds 5,000 acres and the pest is capable of overwintering in
that county. The registrant should consult with academic and USDA experts in
developing the monitoring plan and will provide EPA with a copy of its proposed
resistance menitoring plan for EPA’s approval prior to implementation. This
proposed FAW monitoring plan must be submitted to EPA by January 31 of the year
following that tn which MON 89034/ MON 83034 x MON 88017 sweet corn acreage
exceeds the trigger specified in this requirement (i.e., greater than 5,000 acres in
any county in which FAW overwinters). The proposed ptan must be implemented
the season following the acreage trigger being met. The proposed plan will remain
in place until an EPA approved plan can be implemented.

The registrant must follow-up on grower, extension specialist or consultant reports
of unexpected damage or control failures for eorn rootworm.

. The registrant must provide EPA with an annual resistance monitoring report by

August 31* of each year beginning with 2010, reporting on populations collected the
previous year.

e) Remedial Action Plans for MON 89034

The October 15, 2001 Remedial Action Plan for Responding to Resistance in European
Corn Borer, Corn Earworm and/or Scuthwestern Corn Borer must be used for suspected
and confirmed resistance of these pests.

The annual reporting requirements are as follows:

Annual Sales: reported and summed by state {County level data available by
request), January 31¥ each year;



iii.

vi.

- Grower Agreement: number of units of Bf corn seeds shipped or sold and not

returned, and the number of such units that were sold to persons who have signed
grower agreements, January 31 each year;

Grower Education: substantive changes to education program completed previous
year, January 31* each year;

. Compliance Assurance Plan: Compliance Assurance Program activities and resulis,

January 31% each year;

Compliance: to include annual survey results and plans for the next year, full report
January 31 each year:

Insect Resistance Monitoring Results: results of monitoring and investigations of
damage reports, August 31% each year.

A stamped copy of the label is enclosed for your records.

R,ega}rds,

o W (h i

Janet Andersen, Ph.D.

Director

Biopesticides and Pollution
Prevention Division



Plant-Incorporated Protectant Label

MON 89034

Lepidopteran-Protected Corn
(OECD Unique Identifier: MON-89&34-3)

Active Ingredients:

Bacillus thuringiensis Cryl A.105 protein and the genetic material necessary for its
production (vector PV-ZMIR245) in event MON 89034 corn (OECD Unique Identifier:
MON-BHD34-3 ). i e 0.002-0.0056%

Bacillus thuringiensis Cry2Ab2 protein and the genetic material necessary for its
production (vector PV-ZMIR245) in event MON 89034 corn (OECD Unique Identifier:
MON-80D34-3) . e 0.0015-0.0055%

Percentage (wt/wt) on a dry weight basis whole plant (forage)

Caution

KEEP OUT OF REACH OF CHILDREN ACCE PTED

EPA Registration No. 524-575 Under the Federal Insecticide, Fungicide,
and Rodenticide Act, as smended, for
the pesticide registered under

EPA Establishment No. 524-MO-002 EPAReg. No. & cf 75"

Monsanto Company
800 North Lindbergh Blvd.
St Louis, MO 63167

DIRECTIONS FOR USE

It is a violation of Federal law to use this seed in any manner inconsistent with this
labeling. Information regarding commercial production must be included in the
Technology Use Guide.

MON 89034 can be used to protect corn plants from leaf, stalk, and ear damage caused
by corn borers.

MON 89034 can be crossed with MON 88017 for breeding purposes to produce MON
89034 x MON 88017

Monsanto Company 06-CR-172E-2 J Page 1



In order to minimize the risk of these pests developing resistance to MON 89034 com, an
insect resistance management plan must be implemented which includes planting of a
structured refuge.

These refuge requirements do not apply to seed increase/propagation of inbred and hybrid
seed corn and small scale research trials for observation, nor to commercial hybrid sweet
com.

For MON 89034 sweet com, growers are required to destroy any MON 89034 sweet corn
stalks that remain in the field following harvest via rotary mowing, discing, or plow-
down within one (1) month of harvest.

For MON 89034 field com, grower guides must specify that growers must adhere to the
following refuge requirements. Growers must plant a structured refuge of at least 20%
com which is not a lepidopteran-protected Bt corn. Growers who fail to comply with the
IRM requirements risk losing access to Monsanto com PIP products.

Refuge planting options include: separate fields, blocks within fields (e.g., along the
edges or headlands), and strips across the field.

External refuges must be planted within % mile.

Aefuge
< Non-Bt Lepidopteran Resistant Corn
{20 acres)
MON 89034 <= ¥ mile
{80 acres) o

When planting the refuge in strips across the field, refuges must be at least 4 rows wide.

MON 88034 Refuge
(80 acres) = Non-Bt Lepidopteran Resistant Com
{20 acres)
Monsante Company 06-CR-172E-2 Page 2



Insecticide treatments for control of European corn borer, com earworm, and
Southwestern corn borer, comnstalk borer, sugarcane borer, fall armyworm and stalk borer
may be applied only if economic thresholds are reached for one or more of these target
pests. Economic thresholds will be determined using methods recommended by local or
regional professionals (e.g., Extension Service agents, crop consultants). Instructions to
growers will specify that microbial Bt insecticides must not be applied to non-Bt corn
refuges.

Corn Insects Controlled

European corn borer Ostrinia nubilalis
Southwestern corn borer Diatraea grandiosella
Southern cornstalk borer Diatraea crambidoides
Corn earwormn Helicoverpa zea

Fall armyworm Spodoptera frugiperda
Corn stalk borer Papaipema nebris
Sugarcane borer Diatreae saccharalis

Sales of corn hybrids that contain Monsanto’s Bt comn plant-incorporated protectant must
be accompanied by a Grower Guide which includes information on planting, production
and insect resistance management and notes that routine applications of insecticides to
control these insects are usually unnecessary when com containing the Bt proteins is
planted.

MON 89034 is a product of Monsanto’s research program offering unique genetic
characteristics for specific grower needs and may be protected by one or more of the
following U.S. patents: 5023179, 5110732, 5164316, 5196525, 5322938, 5352605,
5359142, 5378619, 5424412, 6018100, 6051753, 6331665, 6489542, 6645497, 6962705,
7064249, and 7250501.

Monsanto Company 06-CR-172E-2 Page 3



UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

MAY - 6 2008

OPP Decision Numbers: D-371189

D-371190

Yong Gao

Regulatory Affairs Manager
Monsanto Company

1300 | Street, NW

Suite 450 East
Washington, DC 20005

Subject: Pre-Acceptance Letter for: MON 88034 (Cry1A.105 and Cry2Ab2) and
MONB89034 x MON 88017 (Cry1A.105, Cry2Ab2 and Cry3Bb1) Corn

EPA Petition Numbers: 6F7142 and 6F7143

EPA File Symbols: 524-LTA, 524- LTl
Application Date: September 29, 2006
EPA Receipt Date: September 29, 20606 -

Dear Dr. Gao:

This is a pre-acceptance letter regarding Monsanto Company’s applications to register
the above referenced products for Section 3 registrations under the Federal Insecticide,
Fungicide, and Rodenticide Act (FIFRA). The Environmental Protection Agency (EPA). will
consider registering Monsanto Company’s products under FIFRA Section 3(c){(7)(C) provided
Monsanto Company amends its applications for registration by submitting the required
information as described in this- fetter

This letter does not constitute a commitment to register the subject product, noris it - _
intended to imply that EPA will register the subject product. Rather, the purpose of this letter is

~ to inform you that, if Monsanto Company submits the information in writing as described in this

letter, EPA will be able to contmue to process the registration application in accordance W|th our
normal procedures.

Thus, to enable us to continue to process the subject registration appficatioh, EPA
requests that Monsanto Company agrees in writing to the following.

1} The subjeét registrations will automatically expire on midnight September 30,
2010.

2] The subject reqistationscoNidmRented 1o MON 89034 and MON 89034 X MON™—

SYMBOL .

SURNAME )-

DATE

' 8801? m nefd or sweet com. Fuither} MON' 89034 and MON 89334 x MON

EPA Form 1320~1A (1/90) 5‘ L lug
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88017 sweet corn may only be sold directly to processors or through commercial
dealers to large growers. MON 89034 and MON 89034 x MON 88017 sweet
com may not be sold to small roadside or home growers

3) Submit/cite all data required for registration of your product under FIFRA §3(c)}{5}
when the Agency requires registrants of similar products to submit such data.

4) Submit the following data in the time frames listed:

Data Required to Support Both MON 89034 and MON 89034 x MON 88017

OPPTS Guideline/ Study | Required Data Due Date
Type '
860.1340 Residue For event MON 88034 corn and event MON 4/1/2009
Analytical method - 89034 x MON 88017 corn, an independent lab
Plants validation of the analytical method for the —
detection of Cry2Ab2 and/or Cry1A.105. You
must also agree to provide to the EPA laboratory
{Ft. Meade, MD) methodology and/or reagents
necessary for validation of such analytical
method within 6 months from the date that the
Agency requests them.
850.1010 Aguatic A 21 day daphnia study, as cutlined in the 4/1/2009
Invertebrate Acute OPPTS Microbial Test Guidelines, needs to be
Toxicity Testing, _ performed for MON 88034
Freshwater Daphnids
Insect Resistance’ Monsanto did not address the likelihood of cross- | 4/1/2009

Management

resistance of CrytA.105, Cry1Ac, Cry1Fa,
proteins already in existing Bt corn and Bt cotton
products, and what impact such cross-resistance
would have on the durability of MON 88034.
Monsanto must provide additional information on
cross-resistance of Cry1A.105 and CryiFa and
Cry1Ac (preferably including binding site models
and use of resistant colonies) for the target pests
and determine how such cross-resistance may
impact the durability of MON 89034. The
Cry1A.105 protein is a chimeric protein
consisting of Domains | and Il and the C-terminus
of CrytAc and Domain Il of CrytFa. [tis
important to address not only the likelihood of
cross-resistance potential of Cry tA.105 and
Cry1Ab and, similarly, Cry1A.105 and Cry2Ab2
{which was done by Monsanto), but also that of
Cry1A.105 and Cry1Ac and Cry tFa.

Protocol Due
8/1/2008




Insect Resistance
Management

Monsanto did not sufficiently address the cross-
resistance of Cry1A.105, Cry1Fa, and Cryl1Ac in
the cotton-growing landscape and how cross-
resistance may impact the durability of MON
89034. Should cross-resistance be of concern
then the durability of MON 89034 in the scuthern
cotton-growing areas might be compromised.
Monsanto needs to address this issue in
subsequent simulation modeling.

4/1/2009

Protocol Due
8/1/2008

Insect Resistance
Management

Baseline susceptibility studies and/or a
discriminating concentration assay are required
for the Cry1A105 protein against ECB, SWCB,
and CEW and for the Cry2Ab2 protein against
SWCB, CEW, '

4/1/2009

insect Resistance
Managemerit

To support sweet corn uses, baseline

susceptibility studies must be conducted on FAW

populations collected from sweet corn growing
areas. Monitoring studies will be conducted on
FAW populations collected from sweet corn
distribution areas in states in which Monsanto
MON 88034 and/or MON 88034 x MON 88017
sweet corn plantings exceed 1000 acres. The
collected poputations of FAW will be monitored
for changes in susceptibility to the Cry1A.105
and Cry2Ab2 proteins,

4/1/2010

Additional Data Required to Support MON 839034 and MON 89034 x MON 88017

5) Submit or cite all data required to support the individual plant-incorporated protectant
in Event MON863 (YieldGard Rootworm), 524-528. In the event that the Agency
cencludes MON 863 (YieldGard Rootworm) studies do not sufficiently demonstrate a
lack of significant adverse effects, additionai data with MON 88017 corn must be
submitted. This data may include a) laboratory toxicity testing with Orius insidiosus
(minute pirate bug), b) laboratory toxicity testing with a carabid (ground beetle), ¢} tong
range effects testing on invertebrate populations in the field, and d) long range soil

persistence testing.

6) Apply to amend the MON 88017 registration to alfow the breeding use to produce
MON 88017 x MON 89034.

7} You must commit to do the following Insect Resistance Management Program for

MON 89034.
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a} Refuge Requirements for MON 89034.

These refuge requirements do not apply to seed increase/propagation of inbred and
hybrid seed corn nor to commercial hybrid sweet corn.

Grower agreements (also khown as stewardship agreements) will specify that growers
must adhere to the following refuge requirements or, in the case of sweet corn,harvest
practices as described in the grower guide/product use guide and/or in supplements to the
grower guide/product use guide.

For MON 89034 sweet corn, growers are required to destroy any MON 89034 sweet corn
stalks that remain in the field following harvest via rotary mowing, discing, or plow-down within
one (1) month of harvest.

The corn borer refuge must be planted with a nen-BYlepidopteran-protected hybrid, must
represent at least 20% of the grower’s corn acres (i.e. sum of [MON 83034] acres and corn
borer refuge acres), and must be planted within %2 mile of the [MON 89034] field. The corn borer
refuge can be treated with a soil-applied or seed-applied insecticide for.corn rootworm larval
control, or a nen-Bt foliar-applied insecticide for corn borer control if pest pressure reaches an
economic threshold for damage. Growers who fail to comply with the IRM requirements I‘[Sk
losing access to Monsanto PIP products.

b) Grower Agreements for MON 89034.

. Persons purchasing the Bt corn product must sign a grower agreement. The
term “grower agreement” refers to any grower purchase contract, license
agreement, or similar legal document.

ii. The grower agreement and/or specific stewardship documents referenced in the
grower agreement must clearly set forth the terms of the current IRM program.
By signing the grower agreement, a grower must be contractually bound to
comply with the requirements of the IRM program.

fii. The registrant must integrate this registration into the current system used for
their other Bt corn PIPS to reasonably likely to assure that persons purchasing
the Bt corn product will affirm annually that they are contractually bound to
comply with the requirements of the IRM program. A-description must be
submitted to EPA by August 1, 2008,

iv. The registrant must use grower agreements and submit to EPA within 90 days
from the date of registration a copy of that agreement and any specific
stewardship documents referenced in the grower agreement. If Monsanto wishes
to change any part of the grower agreement or any specific stewardship
documents referenced in the grower agreement that would affect either the
content of the IRM program or the legal enforceability of the provisions of the
agreement relating to the IRM program, thirty days prior to implementing a
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proposed change, the registrant must submit to EPA the text of such changes to
ensure that it is consistent with the terms and conditions of the amendment,

The reqgistrant must integrate this registration into the current system to assure
that persons purchasing the Bt corn sign grower agreement(s), and must provide
within 90 days from the date of the registration a written description of that
system. A description must be submitted to EPA by August 1, 2008.

The registrant shall maintain records of all Bt corn grower agreements for a
period of three years from December 31st of the year in which the agreement
was signed.

Beginning on January 31, 2010 and annually thereatfter, the registrant shall
provide EPA with a report showing the number of units of its Bt MON 88034 corn
seeds sold or shipped and not returned, and the number of such units that were
sold to persons who have signed grower agreements. The report shall cover the
time frame of the twelve month period covering the prior August through July.

;
p—

The registrant must aliow a review of the grower agreements and grower
agreement records by EPA or by a State pesticide regulatory agency if the State
agency can demonstrate that confidential business information, including names,
personal information, and grower license number, will be protected.

¢) IRM Education and IRM Compliance Monitoring Programs for MON
89034.

Monsanto must design and implement a comprehensive, ongoing IRM education
program designed to convey to Bt MON 89034 corn users the importance of
complying with the [RM program. The program shall include information
encouraging Bt MON 89034 corn users to pursue optional elements of the IRM
program relating to refuge configuration and proximity to Bt MON 89034 corn
figlds. The education program shall involve the use of multiple media, e.g. face-
to-face meetings, mailing written materials, EPA reviewed language on IRM
requirements on the bag or bag tag, and electronic communications such as by
Internet, radic, or television commercials. Copies of the materials will be provided
to EPA for its records. The program shall involve at least one written
communication annually to each Bt MON 83034 corn user separate from the
grower technical quide. The communication shall inform the user of the current
IRM requirements. Monsanto shall coordinate its education programs with
educational efforts of other registrants and other organizations, such as the
National Corn Growers Association and state extension programs.

—

Annually, the registrant shall revise, and expand as necessary, its education
program to take into account the information collected through the compliance
survey required under paragraph vi. and from other sources. The-changes shall
address aspects of grower compliance that are not sufficiently high.
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On January 31, 2010, the registrant must provide a report to EPA summarizing
the activities carried out under the education program for the prior year. Annually
thereafter, the registrant must provide EPA any substantive changes to its grower
education activities as part of the overall IRM compliance assurance program
report. The required features of the compliance assurance program are
described in paragraphs iv.-xv.} below.

The registrant must design and implement an ongoing IRM compliance
assurance program designed to evaluate the extent to which growers purchasing
its MON 89034 Bt corn product are complying with the [RM program and that
takes such actions as are reasonably.needed to assure that growers who have
not complied with the program either do so in the future or lose their access to
the MON 88034 Bt corn product. The registrant shall coordinate with other Bt
corn registrants in designing and implementing its compliance assurance
program and integrate this registration into the current compliance assurance
program used for their other Bt corn PIPS. The registrant must prepare and
submit within 90 days of the date of registration a written description of their
compliance assurance program. Other required features of the program are
described in paragraphs v. — xv.} below.

The registrant must establish and publicize a "phased compliance approach,” i.e.,
a guidance document that indicates how the registrant will address instances of
noncompliance with the terms of the IRM program and general criteria for
choosing among options for responding to any non-compliant growers. The
options shall include withdrawal of the right to purchase Bt corn for an individual
grower or for all growers in a specific region. An individual grower found to be
significantly out of compliance two years in a row would be denied sales of the
Monsanto PIP products the next year. Similarly, seed dealers who are not
fulfilling their obligations to inform/educate growers of their IRM obligations will
lose their opportunity to sell Monsanto PIP products.

The IRM compliance assurance program shall include an annual survey of a
statistically representative sample of Bt corn growers conducted by an
independent third party. The survey shall measure the degree of compliance with
the IRM program by growers in different regions of the country and consider the
potential impact of non-response. The sample size and geographical resolution
may be adjusted annually, based upon input from the independent marketing
research firm and academic scientists, to allow analysis of compliance behavior
within regions or between regions. The sample size must provide a reasonable
sensitivity for comparing results across the U.S. The survey will include only
growers planting at least 200 acres of corn in the Corn Belt or 100 acres of corn
in corn/cotton growing regions.

The survey shall be designed to provide an understanding of any difficulties
growers encounter in implementing IRM requirements. An analysis of the survey
results must include the reasons, extent, and potential biological significance of
any implementation deviations.



viii. The survey shall be designed to obtain grower feedback on the usefulness of
specific educational tools and initiatives.

ix. The registrant shall provide a final written summary of the results of the prior
year's survey (together with a description of the regions, the methodology used,
and the supporting data) to EPA by January 31 of each year. The registrant shall
confer with EPA on the design and content of the survey prior to its
implementation.

x. Annually, the registrant shall revise, and expand as necessary, its compliance
assurance program to take into account the information collected through the
compliance survey required under paragraphs vi. through viii. and from other
sources. The changes shall address aspects of grower compliance that are not
sufficiently high. The registrant must confer with the Agency prior to adopting any
changes to a previously approved CAP. '

xi. The registrant shall train its representatives who make on-farm visits with
MON89034 Bt corn growers to perform assessments of compliance with IRM
requirements. In the event that any of these visits result in the identification of a
grower who is not in compliance with the |RM program, the registrant shall take
appropriate action, consistent with its "phased compliance approach,” to promote
compliance. This on-farm assessment program has no minimum acreage
threshold for growers.

Xil. The registrant shall carry out a program for investigating legitimate “tips and
complaints” that its growers are not in.compliance with the IRM program.
Whenever an investigation results in the identification of a grower who is not in
compliance with the IRM program, the registrant shall take appropriate action,
consistent with its "phased compliance approach.”

xiii. If a grower, who purchases MON 83034 Bt corn for planting, was specifically
identified as not being in compliance during the previous year, the registrant shall
visit with the grower and evaluate whether that the grower is in compliance with
the IRM program for the current year.

xiv, Beginning January 31, 2010 and annually thereafter, Monsanto shall provide a
report to EPA summarizing the activities carried out under their compliance
assurance program for the prior year and the plans for the compliance assurance
program during the current year. The report will include information regarding
grower interactions (including, but not limited to, on-farm visits, verified tips and
complaints, grower meetings and letters), the extent of non-compliance,
corrective measures to address the non-compliance, and any follow-up actions
taken. '

xv. The registrant and the seed corn dealers for the registrant must allow a review of
the compliance records by EPA or by a State pesticide regulatory agency if the

R
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State agency can demonstrate that confidential business information, including
the names, personal information, and grower license number of the growers will
be protected.

d} Insect Resistance Monitoring for MON 89034.
The Agency is imposing the following conditions for this product:

i. Post-commercial resistance monitoring programs must be established as an
extension of existing programs to track the susceptibility of the key lepidopteran
corn pests to the Cry1A.105 and Cry2Ab2 proteins. For the Cryt.A,105 and
Cry2Ab2 proteins, the registrant will monitor for resistance and/or trends in
increased tolerance for European corn borer, Southwestern corn borer, and corn
earworm. Sampling should be focused in those areas in which there is the
highest risk of resistance development. Monitoring must be carried out under the
same protacols used for the products containing MON 8t0. Sampling should be
focused in those areas in which there is the highest risk of resistance
development. [n the monitoring program, insect populations will be collected and
gach protein will be tested separately, rather than a mixture of the two proteins,
because resistance to one protein could be masked by the activity of the other.

it. In addition to monitoring ECB, SWCB, and CEW, Monsanto will develop and
ensure the implementation for resistance monitoring for Spodoptera frugiperda
(fall armyworm of FAW} in counties which MON 89034 / MON 85034 x MON
88017 sweet com acreage exceeds 5,000 acres and the pest is capable of
overwintering in that county. The registrant should consult with academic and
USDA experts in developing the monitoring plan and will provide EPA with a
copy of its proposed resistance monitoring plan for EPA’s approval prior to
impiementation. This proposed FAW monitoring plan must be submitted to EPA
by January 31 of the year following that in which MON 89034/ MON 89034 x
MON 88017 sweet corn acreage exceeds the trigger specified in this requirement
(i.e., greater than 5,000 acres in any county in which FAW overwinters). The
proposed plan must be implemented the season following the acreage trigger
being met. The proposed plan will remain in place until an EPA approved plan
can be implemented.

fii. The registrant must follow-up on grower, extension specialist or consultant
reports of unexpected damage or control failures for corn rootworm.

iv. The registrant must provide EPA with an annual resistance monitoring report by
August 31% of each year beginning with 2010, reporting on populations collected
the previous year.

e) Remedial Action Plans for MON 89034

The October 15, 2001 Remedial Action Plan for Responding to Resistance in European
Corn Borer, Corn Earworm and/or Southwestern Corn Baorer must be used for suspected and
confirmed resistance of these pests.



The annual reporting requirements are as follows:

iil.

vi.

Annuai Sales: reported and summed by state (county levei data avaitabie by
request},January 31st each year,;

Grower Agreement: number of units of Bf corn seeds shipped or sold and not
returned, and the number of such units that were sold to persons who have
signed grower agreements, January 31st each year;

Grower Education: substantive changes to education program compieted
previous year, January 31st each year;

Compiiance Assurance Plan: Compliance Assurance Program activities and
results, January 31st each year;

Compiiance: to inciude annuai survey results and ptans for the next year; fult
report January 31st each year;

insect Resistance Monitoring Results: results of monitoring and investigations of
damage reports, April 30th each year.

8} You must commit to do the following Insect Resistance Management Program for

MON 89034 x MON 8801t7.

a) Refuge Requirements for MON 89034 x MON 88017

These refuge requirements do not apply 1o seed increase/propagation of inbred
and hybrid seed corn nor to commercial hybrid sweet corn.

Grower agreements (aiso known as stewardship agreements} wilt specify that
growers must adhere to the following refuge requirements or, in the case of
sweet corn, harvest practices as described in the grower guide/product use guide
and/or in suppiements to the grower guide/product use guide.

For MON 88034 x MON 88017 sweet corn, growers are required to destroy any
MON 89034 sweet corn stalks that remain in the field foliowing harvest via rotary
mowing, discing, or piow-down within one (1} month of harvest.

Two options for depioyment of the refuge are avaitabie to growers. The first
option is planting a common refuge for both corn borers and corn rootworms. The
common refuge must be pianted with corn hybrids that do not contain Bt
technologies for the control of corn rootworms or corn borers. The refuge area
must represent at feast 20% of the grower’s corn acres (i.e. sum of [MON 88017
x MON 89034} acres and refuge acres). It can be planted as a biock adjacent to
the [MON 88017 x MON 89034] fieild, perimeter strips, or in-field strips. If
perimeter sirips are implemented, the strips must be at least 4, and preferably 6

Nrssest’
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consecutive rows wide. If strips within the [MON 88017 x MON 88034} field are
implemented, then at least 4, and preferably 6 consecutive rows should be
planted. The common refuge can be treated with a soil-applied or seed-applied
insecticide to control rootworm larvae and other soil pests. The refuge can also
be treated with a non-Bt foliar insecticide for control of late season pests if pest
pressure reaches an economic threshold for damage; however, if rootworm
adults are present at the time of foliar applications then the [MON 88017 x MON
89034] field must be treated in a similar manner.

The second option is planting separate refuge areas for corn borers and corn
rootworms. The corn borer refuge must be planted with a non-Bt/lepidopteran-
protected hybrid, must represent at least 20% of the grower’s corn acres (i.e.
sum of [MON 88017 x MON 89034] acres and corn borer refuge acres), and
must be planted within ¥ mile of the [MON 88017 x MON 89034] field.

The corn borer refuge ¢an be treated with a socil-applied or seed-applied
insecticide for corn rootworm larval control, or a non-Bt foliar-applied insecticide
for corn borer control if pest pressure reaches an economic threshold for
damage. The corn rootworm refuge must be planted with a non-Bt/com
rootworm-protected hybrid, but can be planted with Bt corn hybrids that control
corn borers. The corn rootworm refuge must represent at least 20% of the
grower’s corn acres {i.e. sum of [MON 88017 x MON 89034] acres and corn
rootworm refuge acres) and can be planted as an adjacent block, perimeter
strips, or in-field strips. The corn rootworm refuge can be treated with a soil-
applied or seed-applied insecticide to control rootworm larvae and other soil
pests. The refuge can also be treated with a non-Bt foliar insecticide for control of
late season pests; however, if rootworm adults are present.at the time of foliar
applications then the [MON 88017 x MON 89034] field must be treated ina
similar manner, Growers who fail to comply with the IRM requirements risk losing
access to Monsanto PIP products.

b) Grower Agreements for MON 89034 x MON 88017

i,

Persons purchasing the Bt corn product must sign a grower agreement. The term
"grower agreement” refers to any grower purchase contract, license agreement, or
similar legal document.

The grower agreement and/or specific stewardship documents referenced in the
grower agreement must clearly set forth the terms of the current IRM program. By
sigriing the grower agreement, a grower must be contractually bound to comply with
the requirements of the IRM program.

The registrant must integrate this registration into the current system used for their
other Bt corn PIPS to reasonably likely to assure that persons purchasing the Bt corn
product will affirm annually that they are contractually bound to comply with the
requirements of the IRM program. A description must be submitted to EPA by August
1, 2008. -
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The registrant must use grower agreements and submit to EPA within 90 days from
the date of registration a copy of that agreement and any specific stewardship
documents referenced In the grower agreement. If Monsanto wishes to change any
part of the grower agreement or any specific stewardship documents referenced in
the grower agreement that would affect either the content of the IRM program or the
legal enforceability of the provisions of the agreement relating to the IRM program,
thirty days prior to implementing a proposed change, the registrant must submit to
EPA the text of such changes to ensure that it is consistent with the terms and
conditions of the amendment.

The registrant must integrate this registration into the current system to assure that

persons purchasing the Bt corn sign grower agreement(s), and must provide within
80 days from the date of the registration a written description of that system. A
description must be submitted to EPA by August 1, 2008.

The registrant shall maintain records of all Bt corn grower agreements for a period of
three years from December 31st of the year in which the agreement was signed.

Beginning on January 31, 2010 and annually thereafter, the registrant shall provide
EPA with a report showing the number of units of its Bt MON 89034 x MON 88017
corn seeds sold or shipped and not returned, and the number of such units that were
sold to persons who have signed grower agreements. The report shall cover the time
frame of the twelve month period covering the prior August through July.

The registrant must allow a review of the grower agreements and grower agreement
records by EPA or by a State pesticide regulatory agency if the State agency can
demonstrate that confidential business information, including names, personal
information, and grower license number, will be protected.

c) IRM Education and IRM Compliance Monitoring Programs for MON 89034

x MON 88017

Monsanto must design and implement a comprehensive, ongoing IRM education
program designed to convey to Bt MON 89034 x MON 88017 corn users the
importance of complying with the IRM program. The program shall include
information enceouraging Bt MON 89034 x MON 88017 corn users to pursue optional
elements of the IRM program relating to refuge configuration and proximity to Bt
MON 89034 x MON 88017 corn fields. The education program shall involve the use
of multiple media, e.q. face-to-face meetings, mailing written materials, EPA
reviewed language on [RM requirements on the bag or bag tag, and electronic
communications such as by Internet, radio, or television commercials. Copies of the
materials will be provided to EPA for its records. The program shall involve at least
one written communication annually to each Bt MON 89034 x MON 88017 corn user
separate from the grower technical guide. The communication shall inform the user
of the current IRM requirements. Monsanto shall coordinate its education programs
with educational efforts of other registrants and other organizations, such as the
National Corn Growers Association and state extension programs.

p—
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Annually, the registrant shall revise, and expand as necessary, its education
program to take into account the information collected through the compliance
survey required under paragraph vi. and from other sources, The changes shall
address aspects of grower compliance that are not sufficiently high.

On January 31, 2010, the registrant must provide a report to EPA summarizing the
activities carried out under the education program for the prior year. Annually
thereafter, the registrant must provide EPA any substantive changes to its grower
education activities as part of the overall IRM ¢compliance assurance program report.
The required features of the compliance assurance program are described in
paragraphs iv.-xv. below.

The registrant must design and implement an ongoing 1BM ¢ompliance assurance
program designed to evaluate the extent to which growers purchasing its MON
89034 x MON 88017 Bt corn product are complying with the IRM program and that
takes such actions as are reasonably needed to assure that growers who have not
complied with the program either do so in the future or jose their access to the MON
89034 x MON 88017 Bt corn product. The registrant shall coordinate with other Bt
corn registrants in designing and implementing its compliance assurance program
and integrate this registration nto the current compliance assurance program used
for their other Bt corn PIPS. The registrant must prepare and submit within 90 days
of the date of registration a written description ¢f their compliance assurance

program. Other required features of the program are described in paragraphs v. — xv.

below.

The registrant must establish and publicize a "phased compliance approach,” i.e.,a
guidance document that indicates how the registrant will address instances of
noncompliance with the terms of the IRM program and general criteria for choosing
among options for responding to any non-compliant growers. The options shail
include withdrawal of the right to purchase Bt corn for an individual grower or for all
growers in a specific region. An individual grower found to be significantly out of
compliance two years in a row would be denied sales of Monsanto PIP products the
next year, Similarly, seed dealers who are not fulfilling their obligations to
inform/educate growers of their JRM obligations will lose their opportunity to sell
Monsanto PP products

The IRM compliance assurance program shall include an annual survey of a
statistically representative sample of Bt corn growers conducted by an independent
third party. The survey shall measure the degree of compliance with the IRM
program by growers in different regions of the country and consider the potential
impact of non-response. The sample size and geographical resolution may be
adjusted annually, based upon input from the indeperident marketing research firm
and academic scientists, to allow analysis of compliance behavior within regions or
between regions. The sample size must provide a reasonable sensitivity for
comparing results across the U.S. The survey will include only growers planting at
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least 200 acres of corn in the Corn Belt or 100 acres of corn in corn/cotton growing
regions.

The survey shall be designed to provide an understanding of any difficulties growers
encounter in implementing IRM requirements. An analysis of the survey results must
include the reasons, extent, and potential biological significance of any
implementation deviations.

The survey shall be designed to obtain grower feedback on the usefulness of specific
educational tools and initiatives.

ix. The registrant shall provide a final written summary of the results of the prior years

survey (together with a description of the regions, the methodology used, and the
supporting data) to EPA by January 31 of each year. The registrant shall confer with
EPA on the design and content of the survey prior to its implementation. )

Annually, the registrant shall revise, and expand as necessary, its compliance
assurance program to take into account the information collected through the
compliance survey required under paragraphs 6] through 8] and from other sources.
The changes shall address aspects of grower compliance that are not sufficiently
high. The registrant must confer with the Agency prior to adopting any changes to a
previously approved CAP.

The registrant shall train its representatives who make on-farm visits with
MONB9034 x MON 88017 Bt corn growers to perform assessments of compliance
with IRM requirements. In the event that any of these visits result in the identification
of a grower who is not in compliance with the IRM program, the registrant shall take
appropriate action, consistent with its "phased compliance approach,” to promote
compliance. This on-farm assessment program has no minimum acreage threshold
for growers.

Mot

The registrant shall carry out a program for investigating legitimate "tips and
complaints” that its growers are not in compliance with the IRM program. Whenever
an investigation results in the identification of a grower who is not in compliance with
the IRM program, the registrant shall take appropriate action, consistent with its
“phased compliance approach.”

.}f a grower, who purchases MON 89034 x MON 88017 Bt corn for planting, was

specifically identified as not being in compliance during the previous year, the
registrant shall visit with the grower and evaluate whether that the grower is in
compliance with the IRM program for the current year. .

Beginning January 31, 2010 and annually thereafter, Monsanto shall provide a
report to EPA summarizing the activities carried out under their compliance
assurance program for the prior year and the plans for the compliance assurance
program during the current year. The report will include information regarding grower
interactions (including, but not limited to, on-farm visits, verified tips and complaints,
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grower meetings and letters), the extent of non-compliance, corrective measures to
address the non-compliance, and any follow-up actions taken.

xv. The registrant and the seed corn dealers for the registrant must allow a review of the

compliance records by EPA or by a State pesticide regulatory agency if the State
agency can demonstrate that confidential business information, including the names,
personal information, and grower license number of the growers will be protected.

d) Insect Resistance Monitoring for MON 83034 x MON 88017

The Agency is imposing the following conditions for this product:

Post-commercial resistance monitoring programs must be established as an
extension of existing programs to track the susceptibility of the key lepidopteran corn
pests to the Cry1A.105 and Cry2Ab2 proteins. For the Cry1.A.105 and Cry2Ab2
proteins, the registrant will monitor for resistance and/or trends in increased
tolerance for European corn borer, Southwestern corn berer, and corn earworm.
Sampling should be focused in those areas in which there is the highest risk of
resistance development. Monitoring must be carried out under the same protocols
used for the products containing MON 810. Sampling should be focused in those
areas in which there is the highest risk of resistance development. In the monitoring
program, insect populations will be collected and each protein will be tested
separately, rather than a mixture of the two proteins, because resistance to one
protein could be masked by the activity of the other.

In addition to monitoring ECB, SWCB, and CEW, Monsanto will develop and ensure
the implementation for resistance monitoring for Spodoptera frugiperda (fall
armyworm of FAW) in counties which MON 89034 / MON 89034 x MON 88017
sweet corn acreage exceeds 5,000 acres and the pest is capable of overwintering in
that county. The registrant should consult with academic and USDA experts in
developing the monitoring plan and will provide EPA with a copy of its proposed
resistance monitoring plan for EPA’s approval prior to implementation. This proposed
FAW monitoring plan must be submitted to EPA by January 31 of the year following
that in which MON 839034/ MON 89034 x MON 88017 sweet corn acreage exceeds
the trigger specified in this requirement (i.e., greater than 5,000 acres in any county
in which FAW overwinters). The proposed plan must be implemented the season
following the acreage trigger being met. The proposed plan will remain in place until
an EPA approved plan can be implemented.

For the Cry3Bb1 portion of the product, a revised Cry3Bb1 monitoring plan that
incorporates MON 89034 x MON 88017 must be submitted to the Agency within 90
days of the date of registration.

. For the Cry3Bb1 portion of the product, the registrant must develop and validate an

appropriate discriminating or diagnostic dose assay by January 31, 2010.
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v. Forthe Cry3Bb1 portion of the product, the registrant must finalize rootworm damage
guidelines and submit these to BPPD by January 31, 2010.

vi, The registrant must follow-up on grower, extension specialist or consultant reports of
unexpected damage or control failures for corn roctworm.

vii. The registrant must provide EPA with an annual resistance monitoring report by
August 31 of each year beginning with 2010, reporting on populations collected the
previous year.

e) Remedial Action Plans for MON 89034 x MON 88017

The October t5, 2001 Remedial Action Plan for Responding to Resistance in European
Corn Borer, Corn Earworm and/or Southwestern Corn Borer must be used for suspected
and confirmed resistance of these pests. The current remedial action plan approved for
MON 863 must be used for corn rootworm suspected and confirmed resistance in

[MON 89034 x MON 88017]. If corn rootworm resistance is confirmed, all acres ([MON
883034 x MON 88017] and refuges) must be treated with insecticides targeted at CRW
adults as well as larvae.

The annual reporting requirements are as follows:

i. Annual Sales: reported and summed by state {(county level data available by
request),January 31st each year;

ii. Grower Agreement: number of units of Bt corn seeds shipped or sold and not
returned, and the number of such units that were sold to persons who have
signed grower agreements, January 31st each year;

iii. Grower Education: substantive changes to education program completed
previous year, January 31st each year,

iv. Compliance Assurance Plan: Compliance Assurance Program activities and
results, January 31st each year;

v. Compliance: to include annual survey results and plans for the next year; full
report January 31st each year,

vi. Insect Resistance Monitoring Results: results of monitoring and investigations of
damage reports, April 30th each year.

9) Label and Administrative Materials:

You must submit an updated label, Confidential Statement of Formula (CSF),
Certification with Respect to Gitation of Data form, and data matrix for both products. The labels
must list separately those pests that are controlled and those that are suppressed as well as the
IRM refuge and harvest requirements. The data mairix and Certification with Respect to Citation

R
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of Data form should have the same date. Each of the CSFs and labels should have the same
product name and be based on actual expression level data. You must aiso formally address all
the requirements listed in 40 CFR Part 158.740, e.g. via waiver requests where appropriate.
The updated label should include modifications to the IRM requirements listed in this letter.

This letter does not mean that EPA agrees to amend the subject product. i Monsanto
Company submits the information in writing as described in this letter, however, EPA will be
able to continue to process the registration application.

Please contact Susanne Cerrelli of my staff at (703) 308-8077 shoutd you have any
questions or wish to schedule a meeting.

Sincerely,

%;uy, Ph.D. ﬁg
n

Microbial Pesticide Bra
Biopesticides and Poliution
Prevention Division (7511P)



UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
Washington, D.C. 20460

QFFICE OF
PREVENTION, PESTICIDES
AND TOXIC SUBSTANCES

JUN 0 9 2608
MEMORANDUM

SUBJECT: Consideration of Section 3(c)}{(7)(C) Conditional Time-Limited Registration for
Monsanto’s Plant-incorporated Protectants, Bacillus thuringiensis Cryl A.105 and
Cry2 Ab2 Insecticidal Protein and the Genetic Material Necessary for Their
Production in MON 89034 Corn
(EPA File Symbols 524-LTA and 524-LTL) -DECISION MEMORANDUM

FROM: Janet L. Andersen, Ph.D., Director / %{ % f? Y
og;;liffi\{gn B '

Biopesticides and Pollution Preventi

/S
TO: Debra Edwards, Ph.D., Director !/
Office of Pesticide Programs

I, ISSUE

Should the Agency conditionally register the subject pesticides until September 30, 2010
pursuant to FIFRA §3(c)(7THC)?

II. RATIONALE FOR RECOMMENDATION

Section 3(c}{(7HC) of FIFRA provides for the conditional registration of new active ingredients if
it is determined that 1} use of the pesticide during a defined period of time will not cause any
unreasonable adverse effect on the environment; 2) use of the pesticide is in the public interest;
and 3) that for the data that is lacking, a reasonable period of time sufficient for generation of the
data has not elapsed since the Agency first imposed the data requirements.

To satisfy criterion (1)} above, we have determined that this plant-incorporated protectant
. pesticide will not cause any unreasonable adverse effects on human health or the environment.

The data have been reviewed and BPPD has determined that a section 3(c}{7}C) conditional
registration that is limited in duration is appropriate in this situation. Data requirements for
granting the subject time-limited registrations for use of these products under section 3(c)(7XC)
of the Federal Insecticide, Fungicide, and Rodenticide Act (FIFRA) have been met. BPPD has
determined that these products will cause no unreasonable adverse effects to the environment if
used in compliance with the terms and conditions of registration, as presented in the Biopesticide



registrations. This registration will not cause unreasonable adverse effects to man or the
environment and is in the public interest.

The expiration date of the registrations has been set to September 30, 2010.

e

CONCUR: NON-CONCUR.:

DATE: @/ ,,,I/ 0y AQ«/@UV b e ’Q__\

O



Registration Action Document (BRAD) for Bacillus thuringiensis Cryl1A.105 and Cry2Ab2
insecticidal protein and the genetic material necessary for their production in MON 89034 com.

1. RECOMMENDATION

Pursuant to FIFRA section 3(c)(7)(C), EPA may conditionally register a new pesticide active
ingredient for a period of time reasonably sufficient for the generation and submission of
required data that are lacking if insufficient time has elapsed since the imposition of the data
requirement for those data to be developed. EP A may grant such conditional registration only if
EPA determines that the use of the pesticide product during the period of the conditional
registration will not cause any unreasonable adverse effect on the environment, and the
registration and use of the pesticide during the conditional registration is in the public interest.
EPA determines that all of these criteria have been fulfilled.

Insufficient time has elapsed since the initial imposition of the data requirements for:

1) An independent lab validation of the analytical method for the detection of Cry2Ab2 and/or
CrylA.105 to satisfy residue analytical method in plants requirements for event MON 89034
corn and event MON 89034 x MON 88017 corn.

2} A 7 to 14 day Daphnia study as per the 885 Series OPPTS Guidelines or, alternatively, a
dietary study of the effects on an aquatic invertebrate, representing the functional group of a leaf
shredder in headwater streams.

3) Additional information on cross-resistance of Cryl A.1035 and CrylFa and CrylAc (preferably
including binding site models and use of resistant colonies) for the target pests and determination
of how such cross-resistance may impact the durability of MON 89034,

4) Baseline susceptibility studies and/or a discriminating concentration assay that are required for
the Cryl1A.105 protein against ECB, SWCB, and CEW and for the Cry2Ab2 protein against
SWCB, CEW.

5) Baseline susceptibility studies to support sweet corn uses that must be conducted on FAW
populations collected from sweet comn growing areas; monitoring studies that will be conducted
on FAW populations collected from sweet corn distribution areas in states in which Monsanto
MON 89034 and/or MON 89034 x MON 88017 sweet corn plantings exceed 1000 acres; and
monitoring of the collected populations of FAW for changes in suscephblilty to the CrylA.105
and Cry2Ab2 proteins.



The applicants submitted or cited data sufficient for EPA to determine that conditional
registration of Bacillus thuringiensis Cry2Ab2 and Cry 1A.105 proteins and the genetic material
necessary for their production in event MON 89034 field corn and sweet com under FIFRA
3(c)}(7)(C) will not result in unreasonable adverse effects to the environment. The applicants
submitted and/or cited satisfactory data pertaining to the proposed use. The human health effects
data and nontarget organism effects data are considered sufficient for the period of the
conditional registration. These data demonstrate that no foreseeable human health hazards or
ecological effects are likely to arise from the use of the product and that the risk of resistance
developing to Cry2Ab2 and Cry 1A.105 proteins, during the conditional registrations, is not
expected to be significant.

Registration of Bacillus thuringiensis Cry2Ab2 and Cry 1A.105 proteins and the genetic material
necessary for their production in event MON 89034 field corn and sweet com is in the public
interest because:

(1) Registration of MON 89034 is expected to result in the reduction of the use of higher risk,
and often less effective and more expensive, conventional pesticides. A reduction in use of
conventional pesticides equates to less potential for adverse effects to human health and the
environment.

(2) Additionally, MON 89034 provide a wider spectrum of protection against primary and
secondary corn pests, which should facilitate greater grain quality, a reduction of mycotoxin
contamination, increased yield and ultimately, positive implications for human health.

In view of these minimal risks and the clear benefits related to Bacillus thuringiensis Cry2Ab2
and Cry 1A.105 proteins and the genetic material necessary for their production in event MON
89034 field corn and sweet com , EPA believes that the use of these products during the limited
period of the conditional registration will not cause any unreasonable adverse effects.

Although the data with respect to this particular new active ingredient are satisfactory, they are
not sufficient to support an unconditional registration under FIFRA 3(c)(5). Additional data are
necessary to evaluate the risk posed by the continued use of this product. Consequently, EPA is
imposing the data requirements specified in Section III of the BRAD.

EPA has determined, as explained in the Benefits and Public Interest Finding Assessment, that
the use of Bacillus thuringiensis Cry2Ab2 and Cry 1A.105 proteins and the genetic material
necessary for their production in event MON 89034 field corn and sweet corn under these
registrations are in the public interest.

The submitted data in support of this registration under section 3(c)(7)(C) of the Federal
Insecticide, Fungicide, and Rodenticide Act (FIFRA) have been reviewed and determined to be
adequate. Studies mentioned above are included in the terms, conditions, and limitations of these



UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

JUN 09 2008

MEMORANDUM

SUBJECT:

Consideration of Section 3(c)(7)(C) Conditional Time-Limited Registration for

Monsanto’s Plant-incorporated Protectants, Bacillus thuringiensis Cryl A.105 and
Cry2Ab2 Insecticidal Protein and the Genetic Material Necessary for Their
Production in MON 89034 Corn
(EPA File Symbols 524-LTA and 524-LTL) -DECISION MEMORANDUM

FROM:

Janet L. Andersen, Ph.D., Director

Biopesticides and Pollution

TO:

Office of Pesticide Programs

I, ISSUE

S

' Prevepfion Division
Debra Edwards, Ph.D., Direc/

Should the Agency conditionally register the subject pesticides until September 30, 2010
pursuant to FIFRA §3(c)(THC)?

1I. RATIONALE FOR RECOMMENDATION

Section 3(c)(7)(C) of FIFRA provides for the conditional registration of new active ingredients if
it is determined that 1) use of the pesticide during a defined period of time will not cause any

unreasonable adverse effect on the environment; 2) use of the pesticide is in the public interest;
and 3) that for the data that is lacking, a reasonable period of time sufficient for generation of the
data has not elapsed since the Agency first imposed the data requirements.

To satisfy criterion (1) above, we have determined that this plant-incorporated protectant
pesticide will not cause any unreasonable adverse effects on human health or the environment.

The data have been reviewed and BPPD has determined that a section 3(c)}(7}(C) conditional
registration that is limited in duration is appropriate in this situation. Data requirements for
granting the subject time-limited registrations for use of these products under section 3(c)(7}(C)
of the Federal Insecticide, Fungicide, and Rodenticide Act (FIFRA) have been met. BPPD has
determined that these products will cause no unreasonable adverse effects to the environment if
used in compliance with the terms and conditions of registration, as presented in the Biopesticide

CONCURRENCES

SYMBOL DM
SURNAME [

>

DATE

J7%E.
f

avfesvavannsinnaneranana

.....................

dmranpatidnanasrbitas

.....................

.....................

LT T TP LI )

.....................

T R P T T LT LT

------------------------

.....................

....:“.;...‘..K.T%-/-).

EPA Form'1320-1A (1/90}

Printed on Recyéled Paper

OFFICIAL FILE COPY

€ U5, Governanent Printing Office: 2005 206-859 fmar



Regiétration Action Document (BRAD) for Bacillus thuringiensis CrylA.105 and Cry2Ab2
insecticidal protein and the genetic material necessary for their production in MON 89034 com.

1. RECOMMENDATION

Pursuant to FIFRA section 3{(c)(7)(C), EPA may conditionally register a new pesticide active
ingredient for a period of time reasonably sufficient for the generation and submission of
required data that are lacking if insufficient time has elapsed since the imposition of the data
requirement for those data to be developed. EPA may grant such conditional registration only if
EPA determines that the use of the pesticide product during the period of the conditional
registration will not cause any unreasonable adverse effect on the environment, and the
registration and use of the pesticide during the conditional registration is in the public interest.
EPA determines that all of these criteria have been fulfilled.

Insufficient time has elapsed since the initial imposition of the data requirements for:

1) An independent lab validation of the analytical method for the detection of Cry2 Ab2 and/or
CrylA.105 to satisfy residue analytical method in plants requirements for event MON 89034
corn and event MON 89034 x MON 88017 corn.

2} A 7 to 14 day Daphria study as per the 885 Series QPPTS Guidelines or, alternatively, a
dietary study of the effects on an aquatic invertebrate, representing the functional group of a leaf
shredder in headwater streams.

3) Additional information on cross-resistance of CrylA.105 and CrylFa and Cryl Ac (preferably
including binding site models and use of resistant colonies) for the target pests and determination
of how such cross-resistance may impact the durability of MON 89034.

4) Baseline susceptibility studies and/or a discriminating concentration assay that are required for
the Cryl A.105 protein against ECB, SWCB, and CEW and for the Cry2Ab2 protein against
SWCB, CEW.

5) Baseline susceptibility studies to support sweet corn uses that must be conducted on FAW
populations collected from sweet corn growing areas; monitoring studies that will be conducted
on FAW populations collected from sweet corn distribution areas in states in which Monsanto
MON 89034 and/or MON 89034 x MON 88017 sweet corn plantings exceed 1000 acres; and
monitoring of the collected populations of FAW for changes in susceptibility to the CrylA.105
and Cry2Ab2 proteins.



The applicants submitted or cited data sufficient for EPA to determine that conditional
registration of Bacillus thuringiensis Cry2Ab2 and Cry 1A.105 proteins and the genetic material
necessary for their production in event MON 89034 field corn and sweet com under FIFRA
3(c}7)C) will not result in unreasonable adverse effects to the environment. The applicants
submitted and/or cited satisfactory data pertaining to the proposed use. The human health effects
data and nontarget organism effects data are considered sufficient for the period of the
conditional registration. These data demonstrate that no foreseeable human health hazards or
ecological effects are likely to arise from the use of the product and that the risk of resistance
developing to Cry2Ab2 and Cry 1A.105 proteins, during the conditional registrations, is not
expected to be significant.

Registration of Bacillus thuringiensis Cry2Ab2 and Cry 1A.105 proteins and the genetic material
necessary for their production in event MON 89034 field corn and sweet comn is in the public
interest because: '

(1) Registration of MON 89034 is expected to result in the reduction of the use of higher risk,
and often less effective and more expensive, conventional pesticides. A reduction in use of
conventional pesticides equates to less potential for adverse effects to human health and the
environment.

(2) Additionally, MON 89034 provide a wider spectrum of protection against primary and
secondary comm pests, which should facilitate greater grain quality, a reduction of mycotoxin
contamination, increased yield and ultimately, posittve implications for human health.

In view of these minimal risks and the clear benefits related to Bacillus thuringiensis Cry2 Ab2
and Cry 1A.105 proteins and the genetic material necessary for their production in event MON
.89034 field com and sweet corn , EPA believes that the use of these products during the limited
period of the conditional registration will not cause any unreasonable adverse effects.

Although the data with respect to this particular new active ingredient are satisfactory, they are
not sufficient to support an unconditional registration under FIFRA 3(c)(5). Additional data are
necessary to evaluate the risk posed by the continued use of this product. Consequently, EPA is
imposing the data requirements specified in Section 1l of the BRAD.

EPA has determined, as explained in the Benefits and Public Interest Finding Assessment, that
the use of Bacillus thuringiensis Cry2Ab2 and Cry 1A.105 proteins and the genetic material
necessary for their production in event MON 89034 field corn and sweet corn under these
registrations are in the public interest.

The submitted data in support of this registration under section 3(c){(7)(C) of the Federal
Insecticide, Fungicide, and Rodenticide Act (FIFRA) have been reviewed and determined to be
adequate. Studies mentioned above are included in the terms, conditions, and limitations of these



registrations, This registration will not cause unreasonable adverse effects to man or the
environment and is in the public interest.

The expiration date of the registrations has been set to September 30, 2010.

"

CONCUR: NON-CONCUR:

DATE: (0{[ ”/{/ d 5/ /(QJQALL SC/C‘WV‘&_._M



Mike To Susanne CerrellifDCAISEPA/US@EPA
 Mendelsohn/BCAJSEPA

S cc John Kough/DCAJSEPAMIS@EPA

05/22/2008 03:14 AM bee

Subject Fw: Latest version for EPA

Susanne,

FYI- This is an example of what Monsanto sent a few years ago to address the microbial data
waivers. The eco section of the BRAD does address at least some waivers. | don't know if or
how Monsanto submitted them.

Sorry about not getting the tolerance exemption piece - just not enough time. John probably
has it taken care of already. My thought was to explain how most of the tox and allergenicity
data was not developed based on the plant produced protein, but on the bacterially produced
protein and on the sequence that was in the vector for the AA homology. On the analytical
method, | thought we could say we have a method, but it was not needed because thisis a
tolerance exemption. Also on the glycosylation section, | thought adding basic information
relative to the eucaryotic nature of glycosylation might help and that the Cry protein is a
procaryotic protein.

Mike Mendelsohn

Senior Regulatory Specialist

Office of Pesticide Programs/ Biopesticides and Pollution
Prevention Division (751 1P)

U.S. Envircnmental Protection Agency

1200 Pennsylvania Avenue NW

Washington DC 20460

(703) 308-8715

(703) 308-7026 (fax)

hitp:/fiwww. epa.gov/pesticides/biopesticides

----- Forwarded by Mike Mendelsohn/DCAUSEPANIS on 05/22/2008 03:05 AM -----

Mike
%@defsohnfDCfUSEF’A To Mike Mendelsohn/DC/USEPAUS@ERA

£5/19/2008 07:51 AM

cc

Subject Fw: Latest version for EPA

----- Forwarded by Mike Mendelsohn/DC/AUSEPA/US on 05/19/2008 07:45 AM —~---

"SCHNEIDER,

RUSSELL P [AG/1920]" To Mike Mendeisohn/DCAUSEPAMUS@ERPA, Phil
<russel_p.schneider@m Hutton/DC/USEPAAJS@EPA

onsanto.com> CcC

02/21/2003 09:04 AM Subject Fw: Latest version for EPA

Mike/Phil,



Shgaryl To Alan Reynolds/DC/USEPA/US@EPA, Jeannette
Reilly/DCAISEPA/US Martinez/DC/USEPA/US@EPA, cemrelli.susanne@epa.gov

05/22/2008 10:01 AM ¢¢ mendelsohn.mike@epa.gov
hce

Subject Fw: Background info for today's Conference call regarding
proposed changes to IRM refuge plans

-~ Forwarded by Sheryl Reilly/DC/USEPA/US on 05/22/2008 09:59 AM —-—

"Lucy Reed"
<ried|e@inspection.gc. To Sheryl Reilly/DCAISEPA/USEEPA
ca
cc *Tanya Fielding™ <fieldingt@inspection.gc.ca>
05/21/2008 04:05 PM ¥ g” <fieldingt@insp g

Subject Re: Conference call regarding proposed changes to IRM
refuge plans

Hi Shervyl,

Actually here's a bit of background for you and your group to
consider for tomorrow's call.

In Canada, a condition of authorization for the unconfined
environmental release of Bt corn is the implementation of an insect
resistance management {IRM) plan; this condition is imposed to
manage an identified risk. In Canada, there is one "generic® plan
for corn resistant to the European Corn Borer {ECB) and one
"generic" plan for those crops resistant to corn rootworm {CRW). A
main component of both of these plans is the requirement for a 20%
refuge to be planted.

Results from the 2007 Stratus Canadian phone survey regarding
compliance with IRM plan requirements has indicated that compliance
with the 20% refuge requirement has decreased relative to the 2005
and 2003 phone surveys. As a result, the Canadian Food Inspection
Agency ({CFIA) i1s planning to host a one day meeting in September
2008 with relevant companies/industry members to discuss how the
industry intends to increase the rate of compliance with this IRM
plan requirement.

Agalinst that backdrop of decreasing compliance, two companies have
approached@ the CFIA with IRM plans with alternative refuge
recquirements. The CFIA does not dispute that IRM plans with
different refuge requirements could be gcientifically wvalid, but if
they are not applied correctly, the validity of this science is
lost. Part of the risk management process in Canada includes CFIA
confidence that all conditions for the management of risk will be
met by the proponent. The CFIA is concerned that authorizing the
environmental release of Bt corn products with IRM plans with
various refuge regquirements, whether it be size or even layout, will
create a complicating factor in growers' compliance with IRM
requirements at large {i.e., that compliance will decrease even
further), even more so if growers buy seed from 2 or 3 different
companies. For example, a producer might plant a 5% refuge for a
hybrid that requires a 20% refuge. Alternatively, 1f they buy seed



from 2-3 companies, they may opt to apply the simplest IRM plan of
all three products across the board.

currently, industry has not been able to maintain compliance with
the current “*generic” plans; therefore, there is concern that
industry will not be able to ensure the proper
application/implementation of IRM plans with varving refuge
requirements {(i.e., that an IRM plan will be correctly applied to
the authorized product, and only to the authorized product}. Prior
to moving forward, CFIA regulators must not only have internal
discussions, but also discussions with industry and other relevant
stakeholders on how industry will ensure that the requirements for
different IRM plans will be met on an ongoing basis. The CFIA plans
to discuss this at the September 2008 meeting as well.

The purpose of Thursday's conference call is to discuss whether the
EPA has similar concerns and internal discussions as the CFIA.
Furthermore, the CFIA would like to involve the EPA in its
discussions with industry at the September 2008 meeting.

I hope this helps to fill in the gaps a bit, and we look forward to
talking to you tomorrow-

Kind regards, }

Lucy

/(cwaw g-@aﬂc‘"eg
Lucy Reed, M.Sc.

(613) 221-4704 | reedlelinspection.gec.ca ] Facsimile / Télécopieur
(613} 228-6140

Plant Biosafety Management Specialist, Canadian Food Inspection
Agency

Spéclaliste, gestion de la biosdécurité végétale, Agence canadienne
d'inspection des aliments

59 Camelot Drive | 59, promenade Camelot Ottawa ON K1A 0Y9
Government of Canada | Gouvernement du Canada

www . inspection.gc.ca




. Susanne To Mike Mendeisohn/DC/USEPA/US@EPA
5 CerrelifDC/USEPA/US

2 04/14/2008 11:38 AM

cc

bee

Subject Fw: A PS to our last meeting...- Please comment and CC me

Mike-
My understanding is that we want the following from Zig/ Annabel Eco team:
Annabel has an understanding of what we need which includes

(1) Amemo or DER - for the "Peer reviewed published literature summarizing one hundred
field tests over 10 years" that we can use for these registrations and others that are pending
or come in the future.

(2) Clarification in writing preferably about the need for additional non-target insect testing
on actual foilage from the two new registrations MON 89034 and MONB9034 x 88017.
Onlyone insect was tested with foilage with the Bt proteins incorporated.

(3) A memo or DER that expresses in writing why we are accepting the synergy information,
and that explains in more detail what published literature we are relying upon.

(4) The eco-chapter that had been prepared earlier with clarifications mentioned above
about cited literature, any additional confirmatory data needed and a signature page.

Mike- This is just from my memory, | am sure | missed something, please comment.
Thanks for all your help on this!!}
Susanne Cerrelli

Regulatory Action Leader
Microbial Pesticides Branch
Biopesticides Polluticn Prevention Division (7511P)

703-308-8077(w)
~w~Fotwarded by Susanne CerrelliiDC/USEPA/US on 04/14/2008 11:23AM ———

To: Susanne Cerrelli/DC/USEPA/US@EPA

From: Zigfridas Vaituzis/DC/USEPA/US

Date: 04/12/2008 12:16AM

cc: Alan Reynolds/DC/USEPA/US@EPA, Mike Mendelsohn/DCIUSEPA/USE@EPA, Annabel
Waggoner/DC/USEPA/US@EPA

Subject: A PS to our iast meeting...

Susanne;

| apologize for my unfriendly attitude at the meeting on the MONE&9034 x MONS88017
PIP the other day. | was overwhelmed with shock after all the work that we put into that
BRAD chapter. And it was one of the best ones that we had come up with until Annabel did
the VipCot. 1 could not help but overreact when all | perceived at the meeting was
uninformed picky criticism. | guess that | have not yet gotten used to that even after all these



f-‘m Alan To Susanne Cerrell/DC/USEPA/US@EPA
Pl Reynolds/DC/USERPAR

. 5 cc
04/08/2008 12:45 PM bee
Subject Re: Fw: Edits and Additions to MON 89034 and MON 83034
x MON 88017 - What about sweet corn IRM??

Hi Susanne-

The sweet corn part is OK.....Monsanto's response was acceptable and they don't need to
provide any more data.

The terms and conditions for sweet corn should mimic those for other Bt sweet com
registrations {i.e. Syngenta's Attribute sweet corn). | think we have some [anguage regarding
crop destruction in lieu of a refuge. Mike should be able to help find the language....if not, [
can help you tomorrow.

Alan

Susanne Cerreli/fDC/USEPA/US

YO rerTe . Susanne
@ Cerrelli/DC/USEPA/US To Alan Reynolds/DC/USEPA/US@EPA
E
X A 04/08/2008 10:24 AM ce
Arkbpbisnnnisn Subject Fw: Edits and Additions to MON 83034 and MON 88034 x
MON 88017 - What about sweet corn IRM7??
Alan-

f am getling pressure from Monsanto and mike to wrap up the PA letter. Please let me
know if you have comments today,  mike was asking me about sweet corn, and your
review

of MON 89034 states: BPPD agrees that no structured refuge is needed in
conjunction with the sweet corn use based on the destruction of potential resistant
larvae through cultivation practices.

Can you confirm that we don't need anything more for sweet corn? Sharlene had
asked for data and expresston and activity last year for sweet comn. Was
monsante's response totally ok for sweet corn [IRM??

Susanne Cerrelli

Regulatory Action L.eader

Microbial Pesticides Branch

Biopesticides Polluticn Prevention Division (7511P)

703-308-8077(w)

-~ Forwarded by Susanne Cerreli/DC/USEPA/US on C4/08/2008 05:58 AM —---



TOCEFTewyFTrY  Annatel Te Zigfridas Valtuzis/DC/IUSEPA/US@EPA

@ Waggoner/DC/USEPA/US w
AR o 17, .00
L) 02/17/2008 06:00 PM boc

Subjec! Additive vs. Synergistic effects

Hi Zig,

Here's is some info' of Additive vs. Synergistic effects that | pulied from Alan Raybould's
paper. | also attached the paper for you as well. Hopefully, it's the right one...

"The most powerful test of the hypothesis that the hazard is not greater than additive (not
synergistic) is to examine the effects of the mixture in species that are sensitive to at least one
of the proteins; If a species sensitive to both proteins is available, dose response curves for the
separate proteins would be obtained. The predicted response of the species 1o mixtures of the
proteins can be obtained from these data.

The predicted effect depends upon the modes of action of the proteins. if the proteins have
different modes of action, the predicted effect of the mixture should be calculated using a model
called independent joint action. Under this model, if a certain amount of protein A alone kills
X% of a sample, and a certain amount of protein B kills y%, the predicted percentage Kill of a
mixture of these amounts of protein is given by x + y - (xy/t00) Colby (1967) If protein A kills
X%, protein B will Kill y% of the remainder, Le. x + y/100{100-x) = x +y- xy/100. The
observed and expected mortalities are compared over a range of concentrations. There is no
test of statistical significance; the predicted dose response curves are compared with the
expected dose response curves and if there is greater mortality than expected over the range of
concentrations the hypothesis of synergism is falsified. if the studies corroborate the hypothesis
of no synergism in sensitive pest species, it is likely that there wilt be no synergism of the
mixture against non-target organisms, and that the risk hypothesis of HQ <1 for all non-target
organisms exposed to the mixture is corroborated. No testing of the mixture against non- target
organisms should be necessary under these circumstances."

Raybould EcoGM. craps,u.assessmenl.ZUU?.pdf

EEEEARXTTAET LT RT R E Rk ATk kXA A XTI AT TR AR T h bk Axn

Annabel Waggoner, Environmental Protection Specialist
U.S. Environmental Protection Agency

Office of Pesticide Programs

Biopesticides and Pollution Prevention Division
Microbial Pesticide Branch

(703) 308-0340

waggoner.annabel@epamail.epa.gov

Mailing Address:

OPP/ Biopesticides and Pollution Prevention Division Mailcode: 75t tP
U.5.EPA

1200 Pennsylvania Avenue NW

Washington DC 20460
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Mike To Zigfridas Vaituzis/DC/USEPA/US@EPA

3

: Mendelsohn/DC/USEP. .

Ty Nendelsohn/DG/USEPA cc Afan Reynolds/DC/USEPA/US@EPA, Annabel
G, e dey Waggoner/DC/USEPA/US@EPA, Susanne
e 0472212008 10:19 PM ) CerrelliiDC/USEPA/US@ERA, Shery!

cCc

Subject MON 89034 Eco Review

Zig,

My understanding of the the information we need follows. | will be out tomorrow but should
be in the office for our briefing of Janet on Thursday.

Best Regards,

Mike Mendelschn

Senior Regutatory Specialist

Office of Pesticide Programs/ Biopesticides and Pollution
Prevention Division (7511P)

U.S. Environmental Protection Agency

1200 Pennsylvania Avenue NW

Washington DC 20460

{703) 308-8715

(703} 308-7026 (fax)
http:/fwww.epa.gov/pesticides/biopesticides

Background

MON 839034 contains Cry1A,105 and Cry2Ab2
MON 88017 contains Cry3Bb1

MON 89034 nontarget terrestrial invertebrate studies are limited to either Cry1A.105 or
Cry2Ab2 studies except for Collembola where |eaf tissue containing both proteins was
tested.

Cry1A.105 is a chimeric protein created by Monsanto with domains from three Cry proteins,
Cry1Ab, CrytAc, and Cry1F,

For the pending MON 89034 and MON 83034 x MON 88017 registrations, we have received
the following nontarget organism assessments: {1} 12/14/2007 MON 839034 review of
non-target invertebrate studies on Cry1A.105 and Cry2Ab2, (2) 12/14/2007 MON 89034
review of broiler, guail, soil fate, and endangered species, {3) 12/14/2007 MON 89034 x
MON 88017review regarding potential interactions between Cry1A.105, Cry2Ab2, and
Cry3Bb1, and (4) a MON 83034 and MON 83034 x MON 88017 Environmentat Assessment
BRAD chapterthat is unsigned and undated,

Since 2001, we have been requiring fong term field studies for PIP soil degredation and
non-target invertebrate impacts. Much of this data has been received and is awaiting final
review. This data needs tc be reviewed prior to November 2008 when we extend the
registrations of ECB active Bt corn. Of these, the Cry1Ab long term soil fate data has been
reviewed and we determined no further testing is necessary for Cry1Ab. [ believe Cry1Ac soil
fate has also been reviewed.

Several of us in MPB, including yourself, have exchanged emails and subsequently met on
Aprit 1st regarding regarding stacked/pyramid PiPs and additive vs. synergistic effects. Ina
3/28 emait you mentioned that "[w]e are going to get more and more of them involving more



than 3 proteins, so¢ the simple synergy/additive effect testing may no longer give us the
information we want." During the April 1st meeting you further indicated that in some cases
bridging data using target insect species may not be adequate and we may need to test
representative nontarget organisms with the protein combinations.

Reguests

1) Provide a signed version of the environmental assessment In the past, this has been
done by the eco team by providing a signature block and date at the beginning of the BRAD
chapter. -

2} Provide more explanation in the BRAD/ environmental assessment as to why the long
term non-target invertebrate impacts studies are not being required. Specifically, provide
mare of a description of the Marvier et. at. and Sanvido et. al. studies cited.

Currently the BRAD chapter states:

The Agency expecls that Tier 1 testing for short-term hazard assessment will be sufficient for most
studies submitted in support of PIP registrations. However, if long range adverse effects must be
ascertained, then higher-tier longer-term field testing will be required. As noted above, the October
2000 SAP and the National Academy of Sciences |1 (NAS 2000) recommended testing non-target
organisms directly in the fietd. This approach, with an emphasis on testing invertebrates found in com
fields, was also recommended by the August 2002 SAP and was supported by several pubtic
comments, Recent analyses of short term and long term field study effects on invertebrate

populations in Bt eorn apd cotton fields indicate that no unreasonable adverse effects are taking

place as & result of wide scale Bt crop cultivation.2 Slight reductions in some inveriebrate predator
populations are an inevitable result of all pest management practices which result in reductions in the

abundance of the pests as prey. Based on these considerations, regulatory testing of the specialisi
predators and parasitoids of target pests may eventually be considered unnecessary.

t (Environmental Effects of Transgenic Plonts: The Seape ond Adequacy of Regulation is available from the National
Academy Press, 2101 Constitulion Avenue, N.W., Lockbox 285, Washington, DC 20055; (800) 624-6242 or (202) 334-3313
{in 1he Washington metropolitan arca); htip:twnnv. nap.edu .

2Marvier, M., McCreedy, T, Regetz, J. & Kareiva, P. A meta-analysis of effects of Bt cotton and maize on nomarget
invertebrates, Science 316, 14751477 (2007). Sanvido,Q., Romeis, J,, Bigler, F. {2007). Ecolagical Impacts of Genetically
Madified Crops: Ten Years of Field Research and Commercial Cullivation. Adv Biochem Engin/Biolechnol 167: 235-278

3) Provide more exptanation in the BRAD/ environmental assessment as to why the long
term soil degradation studies are net being required. The Cry1ADb study reviewed by Tessa
and cited in the BRAD chapter has been reviewed. However, Cry1F, Cry3Bb1 x Cry1Ab, and
several other fong term soil degradation studies are pending finat review. Please further
explain the underlying basis for "no detectable Cry protein accumulation in agricultural soils.”

Cutrently the BRAD chapter states:

...More specifically, a study that evaluated Cryl Ab protein accumulation in a field with three years of
continuous CrylAb field com production showed that the prolein had not accumulated in soil to a
level that would elicit a toxic response from ECB larvae, a species that is highly susceptible to Cryl Ab
protein {Milofsky, 2006).

No additional soil degradation studies are required for Cry2Ab2 or CrylA.105 proteins. As a result of
FIFRA 3cientific Advisory Pane] recommendations and public comments, the Agency has been
receiving three year soil fate studies for the currently registered Cry protein producing crops grown in
a variety of soils and environmental conditions. The results show that fhere is fo detectabte Crv
profein aceumulation in agricultural soils during commercial planfing of currentty registered
Crv protein produeing crops,

p——



4} Update p. 7 of the BRAD chapter regarding protein interaction in accord with the
12/14/2007 review. The cited 7/6/06 Hunter review states "The study report is classified as
supplemental. The study is upgradeable to "acceptable” when test replication and insect
numbers are reporied. In addition, this study is classified as unacceptable for Section 3
registration.”

5) Confirm that the 12/14/2007 potential interaction review agrees with your current position
of potential protein interactions in light of discussions and emails in MPE regarding
stacked/pyramid PIPs and additive vs. synergistic effects. Specifically, confirm that no
additional non-target data on the stacks of the proteins are necessary.

Zigfridas Vaituzis/DC/USEPA/US

Zigfridas
Lag;zis/DCfUSEP To Susanne Cerrelli/DC/USEPAUS@EPA

cc Alan Reynolds/DC/USERPA/US@EPA, Mike
04/12/2008 12:16 Mendelsohn/DC/USEPA/US@EPA, Annabel
AM Waggoner/DC/USEPAUS@ERPA

Subject A PS to our last meeting...

Susanne:

| apologize for my unfriendly attitude at the meeting on the MON89034 x MONS88017 PIP
the other day. | was overwhelmed with shock after all the work that we put into that BRAD
chapter. And it was one of the best ones that we had come up with until Annabel did the
VipCot. | could not help but overreact when all | perceived at the meeting was uninformed
picky criticism. | guess that | have not yet gotten used to that even after all these years.. [and
| keep on telling Annabel to get used to it alreadyl]. It is my goal to get used to it before |
retire. If | keep on reacting as | did the other day, | will have to hang around for too many
more years in order to learn... or leave as a failure.. )-:

Linfortunately, my response did not give opporiunity for you to express all that you need
What is it you need?

From some of the comments | heard | surmise you would like a Memo summarizing the Eco
risk assessment. But the introduction summary and the conclusion at the end of the
document have the information that would go into a Memo. A memo was not prepared
because the memos were written when all that the RALs received was the DERs and a
Memo. With that the RALs had to write the BRAD chapter. Because now the science staff is
preparing the chapter for the BRAD, a summary Memo is unnecessary. Oris it? Could be
that you need one for the Fact Sheet? - let me know what it is you want. But | still maintain
that the BRAD chapter has all of the necessary information and all one has to do is block and
paste from the summary and conclusion sections... into a fact sheet.

As for the Memo that Mike wants saying that we no longer require long term soil studies and
field testing - that was said in the BRAD for this product with the published literature as
justification. Peer reviewed published literature summarizing one hundred field tests over 10
years of use carries much more credibility that one of two studies by a registrant  And not



asking for these studies needs to remain as a'waiver' on a case-by-case basis. We can
waive it for the well-known Bt proteins that have been on the market for years The data may
become again necessary for the next product that comes in the door. A signed 'policy’ memo
waiving the requirement would pick up a life of its own and would be used by registrants to
argue that we ceased that requirement for good It is not our intent to cease field and soil
testing for all future PIPs, {A written policy memo would have to clearly define wihere we draw
the line - and who knows where to draw the line when we have no idea what the industry is
coming up with next?]

So now that | am over the 'shock’ - let me know if you stiil need something from us, within
reason... in general | recommend that if there are issues that are not clear to you- as long as
the registration is not being held up - take the word of the science team and get on with it..
that is why we are the scientists. The RALs are not expected to do or critique science [except
where the scientists ignore the CPP SOPs and FIFRA requirements).

Don't let my poor atlitude keep you from asking for the information that you need to get your
job done. My poor attitude is my problem, not yours.

Peace!

{zig.v]
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Zig Vaituzis, Ph.D., Team Leader
Environmentai Risk Assessment Team
Biopesticides and Pofiution Prevention Division
USEPA (7511P)

1200 Pennsyivania Ave., N.W.

Washington, D.C. 20460.0001

Tel: 703-308-8676

Fx: 703-308-7026

vaituzis.zigfridas@epa.gov



Mike To Susanne Cerrell/DC/USEPA/IS@EPA
‘77 Mendelsohn/DC/USEPA
. U8 cc

. 04/04/2008 12:48 AM bee

Subject Edits and Additions to MON 89034 and MON 89034 x MON
88017

P4 Letter

Susanne,

Thanks for sending the initial drait. | made some edits and additions. | combined the 2 PA
lefters into one, used the PA letter format, and tried io use track changes. We need to check
with Alan re: sweet com requirements and monitaring for fall armyworm. The edited letter is
atiached FYI. | have also provided a link to the 2001 reassessment. You can find sweet com
requirements there under the IRM section,
htip:/fwww.epa.govioppbppdi/biopesticides/pips/bt_brad htm.

Mike Mendelschn

Senior Regulatory Specialist

Office of Pesticide Programs/ Biopesticides and Pollution
Prevention Division (7511P)

U.S. Environmental Protection Agency

1200 Pennsylvania Avenue NW

Washingtan DC 20460

(703) 308-8715

{703} 308-7026 (fax)
http:/fwww.epa.gov/pesticides/biopesticides

4 PA4 332008 doc
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Devenchi To Susanne Cerrelli/DCAUSERPA/US@ERA
Arnoid/DCIUSEPA/US .

02/13/2008 10:04 AM

cc

bec
@ Subject FOIA Reguest RIN-0616-08

Hey Susanne, the DERs that | need are for MRID numbers 469513-04, -05, -06, 469514-13,
-14 and -30. | have check Reg.gov and noticed that the studies are listed on there so
releasing these DERs will not be a problem. Thanks a lot for any help you can provide with
getting these. [f there are any questions please feel free to contact me

DeVenchi P. Arnold

Information Management Specialist
OPP/ITRMD/PIRIB (7502-P)

U.S. Environmental Protection Agency
Washington, D.C. 20460
(703)305-5698

Fax: 703-305-5480

Visit OPP’s new FOIA Website: http://www.epa.gov/pesticides/foia/



Calendar Entry

Meeting.

v S TR

Analytica method issue N;lidation for MON 89034 and MON
89034 x MONB8017 see details below

Rebecca- requested feedback on Monsanto's reguest below.
If there are other items to add please email Susanne.
THANKS! !

Dear Ms. Cerrelli,
I would appreciate clarification on the first reguest:

1. validated detection method protocols and independent
lab

validations of the detection methods for CrylA.l105
and Cry2Ab2 in

corn need to be submitted.

Monsanto submitted confirmation of a protein-based method
that detects

Cry2Ab2 in corn and will allow to separate MON 89034 from
all corn

currently on the market to EPA (MRID 46694503) in
November 2005. This

method was not yet validated by the third party. This
validation will

take place at the end of 2007 when most advanced hybrids
will be

available., Previously, such detection method was
provided to the Agency



46951303
{(MSL0020479), 46951403 (Study 05-01-39-32, MSL 20285).
4. Discuss determination of eguivalence between
microbially-produced and plant-produced Cryla.105 using the
bicactivity assay (described in MRID 46694604). Were
statistics
used? Why was the acceptance criteria determined to be <4
fold
difference between the mean EC50 values in the corn earworm
diet~-incorporation insect bioassay?
5. Explain the discrepancy in the EC50 definitions given on
pages 11 and 8 in MRID 46951405,

Also, we request electronic coples of the following studies: MRIDs
46951403 (Study 05-01-39-32, MSL 20285)?need tables only, 46951404
{MSL-20071) ?need figures only, 46951405 {(MSL-20132; Study
05-01-39-23),

46951407 {(MSL-19931;: study 053~01-62-04)7?need figures only, 46951303
(MSLO020479) ?need tables only, 46851408 (MSL-19930; Study ’
05-01~62-03) ?need figures only, 46951409 (MSL-19938; Study
05-01-62-05)?need figures only, 46951402 (MSL-20311, study
05-01-39-12) ?need figures only.

Your efforts to address these in a timely manner, would be greatly
appreciated. Of course if this is not possible, the PRIA date may
need

to be renegotiated. Please note that additional deficiencies may be
noted in the future as the evaluations are not completed at this
time.

If vou have any questions concerning this request, please contact
Susanne Cerrelli at 703-308-8077.

Regards,

Susanne Cerrelli

Regulatory Action Leader
Microbial Pesticides Branch

Biopesticides Pollution Prevention Division (7511P)

703-308-8077 (w)

@



Rebecca

Edelstein/DC/USEPAI To

S CC
12/22/2006 09: 10 AM

bee

Subject

Sharlene Matten/DC/USEPA/US@EPA, Susanne
Cerrelli/DC/USEPA/US@EPA
Mike Mendelsohn/DC/USEPA/US@EPA

Re: letter to monsanto- OK?? MONE3034x Mon88017 and
MON 890343

| will probably need some SOPs from Monsanto, but itll take me awhile to figure out
exactly what | need, so don't wait on me-- go ahead and send the letter. | just have one
comment on the letter— we have expression level data for the stacked product and the
individual events {separate studies), so I'm not sure what we're asking for in item 1.

Rebecca
Sharlene Matten/DCAISEPA/US

Sharlene
Matten/DC/USEPA/US To

12/21/2006 05:38 PM
cc

Subject

Susanne Cerrelli/DC/USEPA/US@EPA

Mike Mendelsohn/DC/USEPA/US@EPA, Rebecca
Edelstein/DC/USEPA/US@EPA

Re: letter to monsanto- OK?? MONE8034x Mon88017 and
MON 89034[5

Susanne — | concur with this letter. Thank you for letting me see it before it goes forward.

Shatlene
Susanne Cerrelli/DCHUSEPA/S

YIVITPO eIy Susanne

B e Cerrell/DC/USEPA/US o
# *
& L3 .
e bR SIAR, 12/21/2006 04:04 PM cc
Subject

Mike Mendelsohn/DC/USEPA/US@EPA

Sharlene Matten/DC/USEPA/US@EPA, Rehecca
Edelstein/DC/USEPA/US@EPA

letter to monsanto- OK?? MONS9034x Mon88017 and MON
89034

Here's the letter again. Rebecca do you need anything else for your review? If you need
much more time we can deal with your needs in a separate communication to Monsanto.

[attachment "524-LTA and LTL screerd.doc” deleted by Rebecca

Edelstein/DCAUSEPA/US)

Mike- T also need to check with you about PRIA dates for this submission.

Thanks!!



OFF Identifier
o United States E Registration ¢ o
VE PA Environmental Protection Agency E Amendment
Washingtor, DC 20460
E Other
Application for Pesticide — Section |
t. Company/Product Number 2. EPA Product Manager 3. Proposed Classificalion
File Symbol 524-LTL Sheryl Reilly
Company/Product {Nams) M # None Restricled
MON 88034 80 D

5. Name and Address of Applicant {Inciude 21P Coda) 6. Expadited Revlew. Inacco/dance with FIFRA Section 3(c{ajBXi),

Monsanto Company my preduct is similar or idenbcal in composition and Jabeling to:

800 N. Lindbergh Blvd, EPA Reg. No.

St. i O 63167

Louis, M Product Name
D Check if this Is 2 new address
Section — I
) Final printed lgbels in response to

D Amendment — Explain below. D Agency letter dated
I:l Resubmission in rasponse to Agency letier dated “Me Too" Application,
I:l Notification — Explatn below. Other ~ Explain below.

Explanation: Use sddifional page(s) if necessary, (For SecBon | and Secbon I1.)
Application to Register the Plant-Incorporated Protectant Bacillus thuringiensis Cryl A.105 and Cry2Ab2
Proteins and the Genetic Material (Vector PV-ZMIR245) Necessary for their Production in MON 89034,

Section -

1. Malerial This Producl Wil Be Packagad in:

Chiid-Resistant Packaging Unit Packaging Waler Soluble Packaging 2. Type of Container
Yes* Yes Yeos D Metal
Ptastic
N No No
D ° D D D Glass
* Certification must If*Yes” No. per If“Yes" No. per D Paper
be submitted Unit Packaging Container Package wgt, Container
wat. (] other
(Specify}
3. Location of Net Contents Information 4. Size(s) Retall Contalner 5, Lot:ation of Labat Directions

D Label D Contalner D On Label
D On Labeling accomparnying product

£. Manner in Which Label Is Affixed to Product D Lithograph D Other
D Paper glued
Stenciled
Section - |V
L. Contact Point {Complefe jtems directly below for identification of individual fo be confacted, if necessary, fo process this application.}
Name Title Telephone No. (Include Areg
Russell P. Schneider Sr. Director, Regulatory Affairs & | Code)
Policy (202) 383-2866
Cartification 8. Date Application
{ certify thaf the statemenis | have made on this form and alf altachmen/s therelo are lrus, accurate and complele. Recelved
| acknowiedge that any knowingly false or misleading siatemen{ may be punishable by fine or Imprisonmeni or
der jcable law.
both under applicable law. (Stamped}
2. Signature 3. Title
é«; e Regulatory Affairs Manager
4. Typed Name 5. Data
Yong Gao, Ph.D.  Tel. (314) 694-2043 May 22, 2008
Flease read instructions on reverse bafore compleling fornm. Form Approved. OMB No. 2070-0060. Approval Expires 2-28.95
EPA Form 8570-1 (Rov, 3-94) Previous adittons are obsolste. Whits - EPA Flla Copy {original)  Yellow - Applicant Copy

e



6E PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S. W.
WASHINGTON, D.C, 20460

Paperwork Reduction Act Notice: The public reporting burden for this collaction of information Is estimated to average 1.25 hours per respanse for
registration and 025 hours per response for reregistration and speclal review activities, including time for reading the instructions and completing the
necessary forms. Send cermments regarding burden estimate or any olher aspect of this collection of information, Including suggesfions for reducing the
burden to Director, OPPE Information Management Division (2137), U.8. Environmental Protection Agency, 401 M Street, S.W., Washington DC, 20460.

Dg not send the completed form to this address.
' Certification with Respect to Citation of Data

Applicant's/Registrant's Name, Address, and Tetephone Number: EPA Registration Number / Flle Symbol:
Monsanto Company, 800 N. Lindbergh Blvd,, St. Louis, MO 63167 (314)-694-2943 524.L.TL

Active Ingredient{s} andfor representative test compound{s): Baciffus thuringiensis CrytA.t05 and Date:
CryZAb2 proteins and the genetic materiat {vector PV-ZMIR245) necessary for their production in May 22, 2008
MON 85034, ’

General Use Pattem(s) {list all those claimed for this product using 40 CFR Part 158: Product Name:
Terrestrial field crop MON 89034

NOTE: If your product is a t00% repackaging of another purchased EPA-registered product labeled for all the same uses on your label, you do not
need to submit this form. You must submill the Formmulalor's Exemption Slatement (EPA Form 85670-27).

D ! am responding to a Data-Calt-in Notice, ang have included with this form a list of companles sent offers of compensation (the Data Matrix form
should be used for this purpose].

Section I: METHOD OF DATA SUPPORT (Check one methad only)

! am using the cite-all method of support, and have included with tam using the selective method of support {or cite-all oplion under
D this form a list of companles sent offers of compensation {the m the selective method), and have Included with this form a
Data Matrix Form should be used for this purpose). <1 completed list of data requirements (the Dala Matrix form must be
used).

Section ll: GENERAL OFFER TO PAY

IRequired # using the cile-alt method or when using the clie-all option under the selective method to satisfy one or more data requirementsj
D ! hereby offer and agree to pay compensalion, to other persons, wilh regard to the approval of this applicalion, to the extent reguired by FIFRA.

Section Iil: CERTIFICATION

| cerlify that this application for registration, this form for reregistration, or this Data-Call-In response is supported by all data submitted or cited in
the application for reglstration, the form for registration, or the Data-Call-tn response. In addition, if the cite-all optlen or cite-all option under the setective
method [ Indicated In Section t, this application Is supported by all dafa in the Agency's files that {1} concem the properties or effects of this product or
an identical or substantially simtar product, one or more of the ingredients in this product; and (2) Is a type of data that would be required to be submitted
under the data requirements in effect on the date of approval of this application i the application sought the Initial registration of a product of Idenlical or
similar composition and uses.

! certify that for each exclusive use study cited in support of this regisiration or reregistration, that | am the oniginal data submitter or that | have
oblained the written permission of the origina! data submitter to cite that study.

| certify Ihat for each sludy cited in support of this registration or roregistration that is not an exclusive use study, either: (a) | am the originat dala
submliter; () | have oblained the permission of the original data submitter to use the study In support of this application; {c) all periads of eligibility for
compensation have explred for the studyi {d) the study is In the public literature; (e) | have notified In writing the company that submitted the study and
have offered () to pay compensation to the extent required by sections 3{c){1)(F) andlor 3{c}2)(E) of FIFRA; and (i) to commence negotialions to
delermine the amount and terms of compensalion, if any, to be paid for the use of the study,

! certify that In all inslances where an offer of compensation is required, coples of all offers to pay compensation and evidence of their delivery in
accordance with sections 3e¢){1XF) andfor 3{c){2)(B) of FIFRA are available and will ba submilited to the Agancy upon request. Should | fail to produce
such avidence to the Agency upon request, | understand that the Agency may initiate action to deny, canzel or suspend the reglstration of my produet in
conformity with FIFRA.

t cartify that the atatements t have mada on this form and all attachments to [t are true, accurate, and complate, | acknowledge that any
knowlngly false of misisading statement may be punishable by fine or Imprisonment of both under the applicabls faw,

Signature Date Typad or Printed Name and Title
c%‘ Em2 e May 22, 2008 Yong Gao, Ph.D.
Regulatory Affairs Manager
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“EPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.

Washington, D.C. 20460

Form Approved OMB No. 2070-0080

401 M Sireel, S W., Washingion, DC 20460, Bo nol send the form 1o this address.

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is eslimated 1o average 0.25 hours per response for regislration aclivities and .25 hours per
response lor reregisiration and special review aclivities, including lime for reading the instructions and compleling the necessary forms. Send commenis regarding the burden estimale or any
olher aspecl of this collection of information, including suggestions for reducing the burden Jo: Direclor, GPPE information Management Division {2137), U.S. Environmental Protection Agency,

DATA MATRIX

Date: May 22, 2008

EPA Reg, NoJFile Symbol: 524-LTE. | Page 1 of 12

Applicant's/Registrant’s Name & Address:
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167

Producl:

MON 89034

Identifier; MON-89(334-3)

ingredient  Bacillus thuringiensis CrylA.105 and Cry2 Ab2 Proteins and the Genelic Malerial { Vector PV-ZMIR245} Necessary for their Production in MON 89034 (OECD Unique

Guideline Reference Numbar {uideline Study Name

#RID Number

Submitter

Slalus Nole

Adininistrative Materials for the Application to Register
the Plant-Incorporated Protectant, Bocillus thuringiensis
Cry14.103 and Cry2 Ab2 Proteins and the Gengtic
Material (Vector PV-ZMIR245) Necessary for their
Production in MON 89034 (OECD Unique Idenlifier:
N/A MON-85034-3).

Monsanto Company

OWN

Bogdanova, NN. 2006. Human Health and
8851100 Envirominental Assessment of the Plant-Incorporaied
Protectant Bacilius rhuringiensis Cry| A.105 and
Cry2Ab2 Proteins Produced in Com MON 89034.

469514-01

Monsanto Company

Product
COWN Characterization

Rice, JF., BJ, Wolff, J R, Great, NX . Scanlon, J.C.
Jennings, and 113, Masucci. 2006, Amended Report for
S85.1 100 MSL-20072; Molecuiar Analysis of Com MON 89034,
Monsante Technical Report MSL-2031 1.

469514-02

Monsante Colnpany

froduct
OWN Characterization

Harimann, A.J., K.E. Niemeyer, and A. Silvanovich.
2006. Assessment of the Cryl A.105 and Cry2 Ab2
Protein Levels in Tissues of Insect-Protected Com MON
885.1100 89034 Produced in 2005 U.S. Field Trials. Monsanto
Technical Repont MSL-20285.

469514-03

Monsanto Cowopany

Product
QWN Characterization

Karnnanandaa, K., 1.3, Thop, M_E. Goley, S.L. Leving,
and A. Silvanovich. 2006, Chanucterization of the
Cry2Ab2 Protein Purified from the Com Grain of MON
89034 and Comparison of the Physicochemical and
Fuoctional Properties of the Plant-Produced and E. coli-
Produced Cry2Ab2 Proteins. Monsanlo Technical Report
885.1100 MSL-20071.

469514-04

Monsanto Conpany

Product
OWN Characterization

Signature _
é TR

Name and Title
Yong Gao, Ph.D.
Regulatory Affairs Mauager

Date
May 22, 2008

EPA Form 8570-35 (9-27) Eleclronic and Paper versions available. Submil only Paper version.

Monsante Company 06-CR-172E-3

Agency Internal Use Copy

Page ]
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Form Approved OMB No. 2070-0060

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W,

Washiﬂg_ton, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for lhis collection of information is estimated 1o average 0.25 hours per response for registration activities and 0.25 hours per
response for reregistration and special review activities, including lime for reading the instructions and completing the necessary forms. Send comients regarding the burden estimate or any

other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137}, U.S. Environmental Proteclion Agency,
401 M Streel, S.W., Washington, DC 20460. Do not send the form to this address.

DATA MATRIX

Date: May 22, 2008

EPA Reg. No./File Symbol; 524-LTL | Page 2 of 12

Applican’sfRegistrant’s Name & Address:

Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167

Product:  MON 89034

identifier: MON-89@34-3)

Ingredient Bacillus thuringiensis Cry] A.105 and Cry2Ab2 Proteins and the Genelic Maleriat (Veclor PV-ZMIR245} Nocessary for their Produclion in MON 89034 {OECD Unique

Guideline Reference Number

Guideling Study Name MRID Number Submitter Status Note
Levine, S.L. and J, Uffinan. 2006, Evaluation of the
Functional Equivalence of the Cry2 Ab2 Protein Produced
885.1t00 in £.Cofi and Bt Against a Sensitive Lepidopteran 469514-05 Product
Specics. Monsanto Technical Report MSL-20132, Mongante Conpany OWN Characlerization
Rice, I.F., B.J. Woltf, J.C. Jennings, and 1.13. Masucci.
2005. Summary of Southern Blot Analysis of MDN
89034 and MON 89557 Corn. Monsanto Technical Product
§35.1100 Report MSL-20068 4669435-0t Monsanto Company OWN Characterization
Goertz, B., T. Ganguly, J. Lee, T. Lee, and E A Rice.
2005, Characterization of the Cryt A.105 Protein
Purified from the Com Grain of MON 89034 and
Comparison of the PhysicochCmical and Functional
Properties of the Plant-Produced and E.cofi-Produced
885.1100 CrylA.105 Proteins. Monsanto Technical Report MSL- Product
19960, 466946-04 Monsante Company OWN Characterization
Supplemental Information for MRID No. 46951402
“Amended Report for MSL-20072: Molecular analysis of Prodct
Com MON 89034, 471275-03 M to Company QWN Cha racterization
Supptemental Information for MRED No. 46951403
“Assessment of the Cry | A.105 and Cry2 Ab2 Protein
Levels in Tissues of tnsect-Protected Corn MON 80034 Product
Produced in 2005 U.S. Field Trials™. 471275-05 Monsanto Company OWN Characterization
Signature ) . Date
;,.g 5 Name and Title May 22, 2008
Ma/ Lot L}] Yong Gao, Pt.D.
Regulalory Affairs Manager

EPA Form 8570-35 (9-97) Eleclronic and Paper versions available. Submit only Paper version.

Monsanie Company

06-CR-172E-3

Agency Internal Use Copy
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Washiﬂgton, D.C. 20460

Form Approved OMB No. 2070-0080

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, SW., Washington, DC 20460. Do not send the form to this address.

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for regisiration activities and 0.25 hours per
response for reregistration and special review aclivilies, including fime for reading the instructions and compleling the necessary forms. Send comments regarding the burden estimate or any
other aspect of this collection of information, including suggestions for reducing the burden to: Director, ORPE Informalion Management Division {2137), U.S. Environmental Protection Agency,

DATA MATRIX

Date: May 22, 2008

EPA Reg. No./File Symbol; 524-LTL l Page 3 of 12

Applicant's/iRegistrant's Name & Address;
Monsanto Company, 800 N. Lindbergh Blvd., St, Louis, MO 63167

Product;

MON 89034

ingredient
Identifter;: MON-89@334-3}

Bacilius thuringrensis Cryl A 105 and Cry2 Ab2 Proteins and the Genetic Matertal (Vector PY-ZMIR245) Necessary for their Production in MON 89034 (OECD Unique

Guideline Reference Number Guideline Sludy Name MRID Number Submitter Stalus Mote
Bogdanova, N.N. 2005, Stucturzl and Fonctional
Simitarity of the CrytA.105 Protcin to Cryl A Class of

885.1100 Hacllus tharingiensis Proicins. Monsanto Technical Product
Report 05-RA-62-01. 466946-01 Monsanto Company OWN Characterization
Dudin, Y.A and P. Chinnadurai. 2005. Cualilative
Detection Method for the Cry2 Ab2 Protein in Com Leaf
and Sced of MON 29034 and MON 89597, Monsanto Product

86{.1340 Teehnical Report 05-RA-39-04. 466945-03 Monsani Company OWN Characterization
Bennetie, K.L. 2008. An acute oral toxicity study in 469514-06

885.3050 mice with Cry2 Ab2 protein, Monsanto Study CRG-2005- Human Health
049, Monsanto Company OWN AssCssment
Kapadia, §.A. and E A, Rice. 2006 Assessinent of e in
vitro Digestibitity of the Cry2 Ab2 Protein in Simulated 46951407 Human Health

885.1100 Gastric Fluid. Monsanto Technical Report MSL-19931. Monsanto Company OWN Assessient
Kapadiz, 8. and E.A. Rice. 2005. Assessment of the in
virro Digestibility of the CrytA. 105 Protein in Simulated 469514-08 Human Heatth

885.1100 Intestinal Fluid. Monsante Technical Report MSL-19930. Mousanlo Compatiy OWN Assessient

Name and Title Date
. M 4 o Yong Gae, PILD. May 22, 2008
Signature Regulatory Affairs Manager
EPA Form 8570-35 (8-97} Eleclronic and Paper versions available. Submit only Paper version. Agency Internal Use Copy

Monsante Company 06-CR-172E-3
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EPA Form 8570-35 (8-87) Eleclronic and Paper versions available. Submit only Paper version.

Agency Internal Use Copy

SEPA

Form Approved OMB No, 2070-0080

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, 5.W.

Washington, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration aclivilies and 0.25 hours per
response for reregistralion and special review aclivilies, including time for reading the inslructions and compleling the necessary forms. Send comments regarding lbe burden estimate or any

olher aspecl of this colleclion of information, ingluding suggeslions for reducing the burden lo: Director, OPPE Informalion Management Division (2137), U.S. Environmental Proleclion Agency,
401 M Street, S.W., Washington, DC 20460. Do not send Lhe form lo this address.

DATA MATRIX

Dale: May 22, 2008

EPA Reg. No./File Symbol: 524-LTL | Page ¢ of 2

Applicanl'siRegistranl's Name & Address:
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167

Product;

MON 89034

Ingredient Bacithes thuringieasis Cryl A.105 and Cry2Ab2 Proleins and lhe Genelic Malerial (Veclor PV-ZMIR245) Necessary for Lheir Production in MON 89034 (OECD Unique

Hentifior: MON-89@34-3)

Guideling Reference Number | Guideline Study Name I MRID Number Submitter Stalus Nole
MeCoy, R.L. and A, Silvanovich. 2005, Bioinfonnatics
Analysis of the Cryl A, 105 Protein Lhilizing the ADS,

§85.1100 TOXINS, and ALLPEPTIDES Databases. Monsanlo Human Health
Teehnical Report MSL-19686. 466946-05 wonsanto Comnpany OWN A went
Thorp, 1.J. and M.E. Goley. 2006. Assessinent of the in
vitro Digestibility of the Cry2 Ab2 Protein in Simulaled 469514-09 Human Health

885.1100 Likestinal Fluid. Mmnsanto Technical Report MSL-19938 Monsanto Company OWN A rent
MeClain, 1.8, and A. Silvanovich. 2006, Bioinforiuarcs
Evaluation of the Cryl A 103 Prolein Utilizing the AD6,

§85.1100 TOXINS, and ALLPEPTIDES Databases. Monsanto 469514-10 Huwnan lfcalth
Technical Report MSL-2035 1. Monsanto Company OWN Asgessment
Kapadis, S.A. and E.A, Rice, 2005, Assessmenl of the in

885.1100 virro Digestibility of the Cryl A.105 Protein in Simulated Human Bealth
Gastric Fluid. Monsanto Teehnieal Report MSL-19929. 466946-06 Monsanto Company QWN Assessinent
Goley, MLE. and J.J. Thorp. 2005, Immunodetestion of
Cry2Ab2 and Cryl A 105 Proteins in Com Grain from

§§5. 1100 MON §9034 Following Heal Treaunent. Monsanto ) Human Health
Technical Report MSL-19899. 466946-07 Monsanio Company OWN Assessment
Bennette, K.L. 2005, An Agute Oral Toxicity Study m

8853050 Mice with Cryl A, 105 Prolein. Monsanto Stdy CRO- Human Health
2005-050. 466946-(13 Monsanio Comnpany OWN Asszessiment

Signature . Date

& 4/\/9 Name and Title May 22, 2008
Yong Gao, Ph.D. ’
B Reguiatory Affairs Manager

Monsanto Company

06-CR-172E-3
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<EPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.

Washington, D.C. 20460

Form Approved OME No. 2070-0060

401 M Street, S.W., Washinglon, DC 20460, Do not send the form to this address.

Paperwork Reductiort Act Notice: The public reporting burden for this colleclion of informaltion is estimated to average 0.25 hours per response for registration aclivilies and 0.25 hours per
response for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send commenls regarding the burden estimale or any
other aspect of this collection of information, including suggestions for reducing lhe burden to: Director, OPPE Information Management Division {2137}, U.S. Environmental Protection Agency.

DATA MATRIX

Date. May 22, 2008

EPA Reg. No./Fite Symbol: 524-LTL J Page S of 12

Applicant's/Registrant's Name & Address:
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167

Product; MON 89034

Identifier: MON-896334-3)

Ingredient Bucrling thuringiensis Cry1A.105 and Cry2Ab2 Proteins and Ihe Genetic Malerial {Veclor PV-ZMIR245) Necessary for their Produclion in MON 89034 (OECD Unique

Guideline Reference Number Guideline Study Name MRID Number Submitter Stalus Note
McClaig, 1.8, and A. Sitvanovich. 2008, Bioinforinalics
Analysis of the Cry2 Ab2 Protein Utitizing the ADG,
B85 (100 TOXINS, and ALLPEPTIDES Databaszes, Monsanto 46951411 THuman Health
Technical Report M SL-20307. ionsanto Company OWN Assessiment
Davis, 8.W. 2008, Comparison of Broiler Performance
and Carcass Parawneters When Fed Dicts Contsining
885.4050 MON 85034, Controt or Commerciat Com, Monganto 469514-12 Human Health
Study05-0t-50-13, Amended Report, Monsanto Compaiy OWN Assessiment
MacRac, T.C,, C.R. Brown, and 5.L. Levine, 2004,
Spectruw of Insceticidat Activity of Baciffus thuringiensis 469514-13
Cryl A.t03 Protein. Monsanto Technicat Report MSL- Environmentat
N/A 20230. Monsauto Company OWN Assessment
MacRae, T.C,, C.R. Brown, and 8.L. Levine, 2004,
Spectriun of Insceticidat Activity of Bacilluy fruringiensis
Cry2 Ab2 Protein. Monsanto Technicat Report MSE- 469514-14 Environincntal
WA 20229, Monsante Comnpany OWN Assessinent
Headrick, 1M, O. Heredia, LO. Oyediran, and T.T.
Vaughn. 2006. Assessment of the Efficacy of
Lepidopteran-protected Com MON 89034 and MON
89597 Against Major Inscct Pesls in United States, Pucrto
Rico and Argentina During 2003-2004 Seasons. 465514-15 Envirgnmenlal
NIA Monsanto Techaical Report 05-RA-35-05. Monsanto Company OWN Asscssment
Signature . Date
— Yong Gao, Ph.D.
Regulatory Affairs Manager

EPA Form 8570-35 (8-97) Electronic and Paper versions availabte. Submil only Paper version.

Monsanto Company 06-CR-172L-3

Agency tnternat Use Copy
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<EPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

Form Approved OMB No. 2070-0060

401 M Street, S.W.

Washington, D.C. 20460

401 M Street, 5.W., Washington, DC 20460, Do not send the form ta this address.

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registralion activities and §.25 hours per
response for reregistration and special review aclivifies, including fime for reading the inslructions and completing the necessary forms. Send comments regarding the burden esfimate or any
ofher aspect of this collection of informalion, including suggestions for reducing the burden to; Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency,

DATA MATRIX

Date: May 22, 2008

EPA Reg. No./File Symbol: 524-LTL | Page6of 2

Applicant’s/Reglstrant's Name & Address:
Monsanto Company, 800 N. Lindbergh Bivd., St. Louis, MO 63167

Product: MON 89034

Mentilier: MON-89@34-3)

Ingredient  Bactflis Huringfensis Cry | AL 105 and Cry2Ab2 Proteins and the Genetic Material {(Vector PV-ZMIR245) Necessary for their Production in MON 89034 (OECD Unique

885 4380 mellifera LY. Monsanfo Study CA-2005-072

Guideline Reference Number Guideline Sludy Name MRIS Number Subrmitter Slalus Note

Teixeira, D. 2006. Evaluation of Dietary Effects of

Lyophilized Leaf Tissue fromn Corm MON 89034 in a

Chronie Exposure Study with Collembola {Folsomia 469514-16 Environmennal
8854340 candida). Monsanig Technieal Report MSL-20169. Monsanto Colupany QOWN Agsessiicnl

Palmer, 8 J. and H.0. Krueger. 2006, Evaluation of

Expostte o MON 85034 with the Cladoceran Daphnia

magna: An acute stalic-renewal test with cor pollen, 469514-17 Environmental
3854340 Monsanto Sidy WL-2005-011. Monsanto Company OWN Aggessment

Sindermann, A.B,, LR, Porch, and H.O. Kryeger. 2006.

Evaluation of Potential Effects of Exposure to Cryt A.105

Proicin in an Aculc Study witll the Earthwonn in an 469514-18

Artificial Soil Substralc. Motisanto Teelinieal Report Environinental
885.6200 MSL-20147. Meonsanto Coinpany OWN Agsessment

Richards, K.B. 2006. Evalualion of the Dictary Effeci({s)

of a CrytA.1035 Protein on Honeybec Larvae {Apis 465514-19 Environmental
8854380 melfifere L), Monsatile Study CA-2005-071. Monsange Colnpany QWN Assessincnt

Richards, K.B. 2006. Evalualion of the Djetary Effect(s)

of a Cryl1A.105 Protein on Adul Honeybeces {4pis 469514-20 Enviromumental

Monsanto Coinyany OWN Aszsessment

Signature 4‘ £ 6—4,—\}

: Date
Name and Title
Yong Gao, Ph.DD. May 22, 2008

Regulatory Affairs Manager

EPA Form 8570-35 (9-87) Electronic and Paper versions available, Submit anly Paper version,

Monsante Company 06-CR-172E-3

Agency Internal Use Copy
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Form Approved OME No., 2070-0060

YEPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washington, D.C, 20460

Paperwork Reduction Act Notlce: The public reporting burden for Ihis colleclion of informalion is eslimaled Jo average 0.25 hours per response for regislralion aclivilies and 0.25 hours per
response for reregislralion and special review aclivilies, including lime for reading the inslruclions and compleling Ihe necessary forms. Send commenls regarding Ihe burden eslimale or any
other aspect of lhis collection of informalion, including suggeslions for reducing 1he burden lo; Diredlor, OPPE Informalion Management Division (2137), U.5. Environmenlal Frotection Agency,

401 M Sireel, S.W,, Washinglon, 8C 20460, Do nel send |he form lo lhis address,
DATA MATRIX

pale: May 22, 2008 EPA Reg. No /File Symbol: 524-LTL J Page 7ol 12
Applicant'sfRegislrant’s Name & Address:
Monsanto Company, 800 N. Lindbergh Blvd,, St. Loujs, MO 63167 Produc: MON 89034

Ingredien| Bacilhis thuringrepsis Cry] A.105 and Cry2 Ab2 Proleins and lhe Genelic Maleriat (Veclor PV-ZMIR245) Necessary for Lheir Produclion in MON 8%034 (OECD Unique
fdentifier: MON-89@134-3)

Guideline Reference Number Guideline Sludy Name MRID Number Submiller Slatus Nole:

Paradise, M.S. 2006. Evaluation of Potential Dictary
Effects uf Cryl A, 105 Protein on the Ladybird Beetle,

Coleomegilia maculare {Colcoptera: Coccinellidae). 469514-21 Envirommental
885.4340 Maonganto Technical Report MSL-201 50, Monsanio Conipany OWN Agsessment

Paradise, M.S. 2006. Evaluation of Potential Dictary
Effects of Cry2Ab2 Protein on the Ladybird Beetle,

Colgomegifla macuiota (Coleoptera: Coccinellidac). 469514.22 Envirounentzl
8854340 M to Technical Report MSL-20151. Monsanto Company OWN Assessient

Teixeira, D. 2006. Evaluation of Potential Dictary

Effects of CrylA . 105 Protein on Minute Pirate Bugs, 469514-23

Orius insidiosus (Hemiptera: Anthocoridae), Monganto Environmental
885.4340 Technical Report MSL-20170. Monsanto Company OWN Asscssment

Teixeira, D. 2006. Evaluation of Potential Dielary
Effects of Cry2Ab2 Protein on Minute Pirate Bupgs, Orius
insidiosus (Hemiptera: Anthocoridac). Monsanto 469514-24 Environimental
§85.4340 Technigal Report MSL-20171, Monsanto Company OWN Assessment

Sindermann, A.B., J.R. Porch, and HO. Krueger. 2006.
Evaluation of Potential Effects of Exposure to CrylA.105
Protein in an Acuts Study with the Parasitic Wasp,
fehneumon promissorius (Hymenoptera: lchneumonidae}, 469514-25 Environmental
885.4140 Maonsanto Teclmical Report MSL-20149. Monsanto Company OWN Assessment

‘ . Date
Signature Name and Title May 22, 2008
Yong Gao, Ph.D.

Rogulalory Affairs Muanager

EPA Form 8570-35 {8-97) Elecfronic and Paper versions available. Subrmil only Faper version, Agency Internal Use Copy

Monsanlo Company 06-CR-172E-3 Page 7
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~ Form Approved 6MB No. 2070-0060
EPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.
Washington, D.C. 20460

Paperwork Reduction Act Notlce: The public reporting burden for Lhis colleclion of informalion is estimaled to average 0.25 hours per response for registralion activilies and 0.25 hours per
response for reregistration and special review activilies, including lime for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any
other aspect of this collection of information, ineluding suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmenta! Protection Agency,

401 M Slreet, 5.W., Washington, DC 20460. Do not send the form to this address.
DATA MATRIX

pale: May 22, 2008 EPA Reg. No.fFile Symbol: 524-LTL | Page § of 12
Applicants/Registrant's Name & Address:
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Produc:  MON 89034

Ingredient Bacillis thuringiensis Cryl A.t05 and Cry2 Ab2 Proteins and lhe Genetic Material (Veclor PV-ZMIR245) Necessary for their Produclion in MON 89034 (OECD Unique
Idenlifier; MON-890334-3%

Guideline Reference Number Guideline Study Name MRID Number —[ Submitter Stalus Note

Gallagher, $.P. and J.B. Beavers. 2006, Evaluation of
Potential Dictary Effects of MON 89034 with the

8854050 Northern Bobwhite: an Eight-day Dictary Study with 469514.27 Environinentsl
Corn Grain. Monsano Techrical Report WL-2005-012. Monsanto Company OWN Assessment

Muell, M., T.Curran,J. Wamen, 5. Dulbelman, M.
Glaspie, J. Murphy, S. Levine, 1 ltoltinsyer, and C.

Jiang. 2006, Aerobic Soil Degradation of the Purificd 469514-28

8855200 Cry2Ab2 and Cry1A.105 Proteing, Monsanto Technical Environinental
Report MSL-20174, Monsante Colnpany OWN Assessuient
Huesing, I3, 1.1 Dnan, and S.L. Levine, 2006,

N/A Endangered Species Risk Assessment for Com MON 469514.29 Envyironmental
$9034. Monsante Technjcal Report MSLO020394. Monsanto Coinpany OWN Assessimenl

MacRae, T.C., CR. Brown, S.L. Levine. 2005,
Evalnation of the Potential for Interaetions Between the
NiA Bocrllus Thringiensis Proteing Cryl A 1035 and Cry2 Ab2. Environinzntal
Monsanio Technicat Report MSL-19859. 466945-02 Monsante Coinpany OWN Assessinent

Sinderuann, A.B., J.R. Porch, and H.0. Krueger. 2006,
Evaluation of Potential Effects of Exposure to Cry2 Ab2
I'rotein in an Acue Study with the Parasitic Wasp,

Tehnenmon promissorius {Hymenoptera: Ichneumonidae). 469514-26 Environmental
885.4340 Monsanto Technical Report MSL-2G148. Mousanto Coinpany OWN Assessment
Signature . Date
Name and Title May 22, 2008
. Yong Gao, Ph.D,
Regulalory Affairs Manager
EPA Form 857035 (9-97) Electronic and Paper versions available. Submil only Paper version. Agency Intemal Use Copy
Monsanto Company 06-CR-172E-3 Page 8




~ Form Approved OMB No, 2070-0060
ZEPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washington, D.C. 20460

Paperwork Reductlon Act Notice: The public reporting burden for this collection of information is estimaled to average 0.25 hours per response for registration activities and 0.25 hours per
response for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send commenls regarding the burden esfimate or any
other aspect of this collection of informallon, including suggestions for reducing the burden to: Director, OFPE Informatior: Management Division (2137), U.5. Environmental Proteclion Agency,

401 M Street, S.W., Washington, DC 20460. Do not send the form to lhis address,
DATA MATRIX

Date: May 22, 2008 EPA Reg. No.File Symbol: 524-L.TL | Page % of 12
Applicant's/Regislranl's Name & Address:
Monsanto Company, 800 N. Lindbergh Bivd., St. Louis, MO 63167 Product:  MON 89034

Ingre dient Bacillus thuringtensis CrybA.105 and Cry2Ab2 Proteins and the Genetic Material {Vector PV-ZMIR245) Necessary for their Production in MON 89034 (OECD Unique
bdentifier: MON-890334-3)

Guideline Reference Number Guideline Study Name MRID Number Submitter Slatus Note
Paliner, 8.3, and H.Q. Krucger. 2000. Insect Protection
Protein 2: An Acute Toxicity Study With the Earthuvonn Environinental
io an Antificial Soil Substrate. Monsanto Technical Assessinent
885.4340 Report MSL-16177 450863-13 Monsanto Coinpany OWN

Maggi, V.L. 2000. Evalvation of dietary effeci(s) of
purified Baciffus thuringiensiv Cry2 Ab2 protein on Loney Environinental
8854380 bec larvae. Monsanto Technical Report MSL-16961. 453371-02 WMonsanto Conpany OWN Assessinent

Teixcira, . 2000. Assessment of Chronic Toxicity of
Cotton Tissue Containing lusect Protection Protein 2 to
Collembolz {Folsamia candida}, Ammendcd report. Environinental
8854340 Monsanto Technical Report MSL-16174. 450863-14 Monsanlo Compatry OWN Assessinent

Palmer, 8. and H. Krueger. 2000. Insect Protection
Protein 2: A Dietary Toxicity Study with Parasitic

Hyinenoptera {Masonia virripennis). Monsante Technical Envirotinental
885.4340 Repon MSL-16173. 45086310 Monsanto Caipany OWN Assessinent

Maggi, V L. 2000. Evaluation of the Dictary Effect(s) of )

Insect Protection Proiein 2 on Adult Honey Bees (Apis Environmental
885.4180 meffifera L.). Monsanto Technical Report MSL-16176. 450863-08 Monssnlo Company OWN Assessincnt
Signature ) Date

M Name and Title May 22, 2008
¥ Yong Gao, Ph.D.
— Regulatory Affairs Manager
EPA Form 8570-35 (8-97) Electronic and Paper versions available. Submit only Paper version. Agency Internal Use Copy

Monsanto Company 06-CR-172E-3 Page 9



EPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S,W.

Washington, D.C. 20460

Form Approved OMB No. 2070-0060

401 M Slreel, 3., Washinglon, DC 28460, Do nol send the form 1¢ this address,

Paperwork Reduction Act Notice: The public reporting burden for Ihis colleclion of informalion is estimaled lo average 0.25 hours per response for regisiration aclivilies and 0.25 hours per
response for reregislralion and special review aclivilies, including time for reading the instruclions and compleling lhe necessary forms. Send commenls regarding lhe burden eslimale or any
other aspecl of this colleclion of informalion, including suggeslions for reducing the burden lo; Direclor, OFPE Informalion Managemenl Division (2137), 1.8, Envirenmental Proleclion Agency,

DATA MATRIX

Dale: May 22, 2008

EPA Reg. No./File Symbol: 524-LTL

Page 10 of 12

Applicanl’s/Registranl’s Name & Address:
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167

Producl:

MON 89034

ngredient
ldciifier: MON-89¢334-3)

Bacillns thuringiensis Cryt A.105 and Cry2 Ab2 Proleins and the Genelic Malerial (Vector PY-ZMIR245) Necessary for Lheir Production in MON 89034 (OECD Unique

Guideline Reference Number Guideline Sludy Name

MRID Number | Submitter

Slalus

Nole

Head, G. 2006. Inscet Resistance Management Plan for
Nia Second Generation Lepidopteran-Protected Corn, MON
89034. Mogsanto Technical Repoit 06-RA-39-06.

469514-30

Mogsanto Company

OWN

IRM

Bogdauova, N. and A. Crawford (2007}, Public [nterest
Docuiert Supporting Registration of Baciffus
thurimgiensis Cry LA 105, Cry2Ab2 and Cry3Bbl
Proteins in Insect-Protected Corn MON 89034 and MON
89034 x MON 88017

Monsanto Cotnpany

OWN

Benefiis

Bogdanova,N., 5. Dubelinan, M. Mucth, J. Murphy and
A, Silvanovich (2007}. Responses to EPA Questions
Regarding Application 524-LTL to register Insect-
Prolected Corn MON 89034 (MRID 46951428)

471403-01

Monsanto Company

OWN

Misc.

Bogdanova, N. , (2007} Responses to EPA Questions
Regarding Applications 524 LTL and 524-LT1. to
Regisler Insect-Protected Com MON 89034 and MON
89034 x MON 88017 (MRID 6951400 and 4695 1300}

471275-01

Monsanto Conipany

OWN

Misg,

Bogdanova, N.., (2007). Suppiemenial Information to
Address EP A Questions Regarding Applications 524-LTL
and 524-LTL to Register Insect-Protected Com MON
89034 and MON 89034 x MON 88017 (MRID 46951400
and 46951300)

47079402

Monsanto Coitlpany

OWN

Misc.

Signature r\Q/é( é/\_ﬁ

Name and Title
Yong Gao, Ph.D.
Regulatory Affairs Manager

Date
May 22, 2008

EPA Form 8570-35 (9-97) Electronic and Paper versions available, Submil only Paper verslon.

Monsanie Company 06-CR-172E-3

Agency Internal Use Copy

Page 10




wEPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washington, D.C. 20460

Form Approved OMB No. 2070-0060

401 M Slreel, S.W., Washinglon, DC 20460. Do nol send the form 1o this addrass.

Paperwork Reduclion Act Nolice: The public reporting burden for this colleclion of informalion is estimaled 1o average 0.25 hours per response for regisiralion aclivities and 0.25 hours per
responsa for reregisiration and special review activilies, including lime for reading lhe insiructions and compleling the necessary forms. Send comments regarding lhe burden eslimaie or any
olher aspecl of this collection of information, including suggesbtons for reducing the burden 1o: Direclor, OPPE Information Managemenl Division (2137), U.S. Environmental Proleclion Agency,

DATA MATRIX

Date: May 22, 2008

EFA Reg. NofFile Symbol: 524-LTL

Page 4t of 12

Applicani's/Regisiranl’'s Name & Address:
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167

Product:

MON 89034

Identifier: MON-892434-3)

Ingredient Bactfns thringiensis Cryl A 105 and Cry2Ab2 Proteins and the Genelic Maicrial (Vector PV-ZMIR245) Necessary for llieir Production in MON 89034 (OECD Unique

Guideline Reference Number I Guideline Sludy Name i MRID Number Submitter Slalus Nole
152-31
152-34 Not applicable sutce Cryl A 105 and Cry2Ab2 are plant
152-35 incorporated proteetants, are present at low levels, and
835.3100 therg is little opportynity for denral or ocular contact.
Mot applicaple since Cryl A.105 and Cry2 Ab2 are plant
incorporaled protectants, are present at low [evels, and
there is little opportmity for huinan inhalation exposure.
152-32 A pathogenicity determination is not applicable sincc
3853150 Cryl. 105 and Cry2 Ab2 are not living organisms,
152-33 Not applicable since Cry1 A 105 and Cry2AL2 proteius
335.3200 ate neither infective nor pathogenic.
152.36 There is no clear published evidence that has
152-37 demnonsirated clinical allergic reactions to Bt crystal
15238 profeins. Mogitoring for liypersensitivity incidents can be
885.3400 inpleinented afler registration 15 gramted.
152.39 Not applicable since Cryl A 105 and Cry2 Ab2 proteins
885.3500 are not living organisins.
154-17 A paihogenicity defermination is not applicable since
8354100 Cryl1A.105 and Cry2Ab2 are not living orpanising,
Not applicable sinee there is no reason to sugpect that
wild inaminals would be any more sensitive to Cryl A.105
and Cry2 Ab2 than laboratory mammals. Mamnals do not
possess Cry protein reccpiors. A pathogenicily
154-18 determination is not applicable since Cryl A 105 and
885-4150 Crv2 A2 are not living organisms.
Signature . Date
Name and Title May 22, 2008
- Yong Gao, Ph.D.
Regulatory Affairs Manager

EPA Form 8570-35 (9-97) Elecironic and Paper versions available. Submil only Paper version.

Monsanlo Contpany 06-CR-~172E-3

Agency Inlernal Use Copy

Page 11




<EPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.

Washington, D.C. 20460

Form Approved OMB No, 2070-0060

401 M Street, SW., Washington, DC 20480, Do not send the form to this address.

Paperwork Reduction Act Notice: The public reporling burden for lhis collection of information is estimated to average .25 hours per response for registration activities and 0.25 hours per
response for reregistration and special review activilies, including lime for reading Ihe instructions and complefing the necessary forms. Send comments regarding the burden esfimate or any
other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Managemenl Division (2137), U.5. Environmental Protection Agency,

f—...

DATA MATRIX

Date: May 22, 2008

EPA Reg. No./File Symbok: 524-LTL

Page 12 of 12

Applicant's/Registrant's Name & Address:
Monsanto Company, 800 N. Lindbergh Blvd,, St. Louts, MO 63167

Froduct:

MON 89034

Identifier. MON-89(34-3)

Ingredient Bacillus thuringiensis Cry} A.105 and Cry2Ab2 Proteins and the Genetic Material {Vector PV-ZMIR245) Necessary for their Production in MON 89034 (QECD Unigue

Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note
Results of acute toxicity tests with Daphnia did not
produce any evidence of adverse cifects. Testing wilh
cstuaring and marine species is not wamanted because of
very low to no potential for exposure to the Cryl A t05
and Cry2 Ab2 proleins from field com. A pathogenieity
154-2t determination is not applicable since CrylA.105 and
R85.4280 Cry2Ab2 are nat living organisms.
CrylA.105 and Cry2 Ab2 are insecl toxins and Cry
proteins have never been sliown to cause toxicity in
15422 aguatic and terrestrial plants. The sk of culerossing to
885.4300 weedy wild relatives ig virtually nonexistent,
Signature Name and Title . 2008
é)-/—\_} Yong Gao, Ph.D, !
- Regulatory Affairs Manager

EPA Form 8570-35 (3-37) Electronic and Paper versions available. Submit only Paper version.

Meunsante Company 06-CR-172E-3
R

Agency Internal Use Copy

Fage 12
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"~ Form Approved OMB No. 2070-0060
wE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W,
Washington, D.C. 20460

Paperwark Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per
response for reregistration and special review activiies, including time for reading the instructions and compleling the necessary1orms. Send comments regarding the burden estimate or any
other aspect of this coltection of information, inctuding suggestions for reducing the burden to: Director, OPPE Information Management Division {2137}, U.S. Environmental Protection Agency,

401 M Street, 5.W., Washington, DC 20480. Do not send the form to this address,
DATA MATRIX

Date: May 22, 2008 EPA Reg. No./File Symbol; 524-LTL | Page t of (2
Applicant's/Registrant's Name & Address:
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product: MON 89034

Ingredient Bacillus thuringiensis Cryl A.105 and Cry2Ab2 Proteins and the Genetic Material {Vector PV-ZMIR245) Necessaty for their Production in MON 89034 (QECD Unique
dentifier; MON-896334-3)

Guideline Reference Number Guideling Study Name MRID Number Submitter Stalus Note
Monsauto Company OWN
Product
Monsanw Company OWN Characterization
Product
Monsaito Campany OWN Characterization
Product
Monsanto Company OWN Charactetization
Product
Monsauto Company OWN Characterization
Signature . Date
& : Name and Title Mav 22. 2008
ay =z,
M Yong Gao, PIL.D.
j_Regulatory Affairs Manager
EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version, Pubtic File Copy
Monsanto Company 06-CR-172E-3 Page 13
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wEPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washington, D.C. 20460

Form Approved OMB No. 2070-0060

401 M Street, S.W., Washington, DC 20460, Do nol send the form to this address.

Paperwork Reduction Act Notice: The public reporting burden for (his collection of information is estimated to average 0.25 hours per response for reglstration activities and 0.25 hours per
response for reregistration and special review activities, including time for reading lhe instructions and completing the necessary forms. Send comments regarding the burden estimate or any
other aspecl of this collection olinformation, including suggestions lor reducing the burden to: Direclor, OFPE Information Management Division (2137), U.S. Envirenmental Protection Agency,

DATA MATRIX

Date: May 22, 2008

EPA Reg. No./File Symbol: 524-L T, Page 2 of 12
Applicant's/Registrant's Name & Address:
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product: MON 89034
Ingredient Bacillus thuringiensis Cry LA.105 and Cry2Ab2 Profeins and the Genetic Materiat (Vector PV-ZMIR245) Necessary for their Production in MON 89034 (OECD Unique
ldentifier: MON-89¢334-3}
Guideline Reference Number Guldeline Study Name MRID Number | Submitter Stalus Note
Product
Monsanto Colipany OWN Characterization
Product
Mao to Calnpany OWN Charactenzation
Product
Monsanto Commpany OWN Cliaracterization
Product
Moosauto Conpany OWN Characlcrization
Product
Monsanto Contpany OWN Cliaracterization
Signature . Date
8 Name and Title May 22, 2008
G:L.& Yong Gao, Ph.D. ’
Regulatory Affairs Manager
£PA Form 8570-35 {9-97) Electronic and Paper versions available. Submit only Paper version. Public File Copy
Monsante Company 06-CR-172E-3 Page 14
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-~ Form Approved OMB No. 2070-0060
vEPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washington, D.C. 20460

Paperwork Reductton Act Notice: The public reporting burden far this callection of informalion is eslimated to average 0.25 hours per response for registration activities and 0.25 hours per
response for reregistration and special review activities, including time for reading the instructions and complebng the necessary forms. Send comments regarding the burden estimate or any
other aspect of this cotlection of information, including suggestions for reducing the burden to: Director, CPPE Information Management Sivision (2137), U.S. Environmental Protection Agency,

401 M Street, S.W., Washington, DC 204560. Do not send the form to this address.
DATA MATRIX

Date: M&}’ 22, 2008 EPA Reg. No.JFile Symbol: 524-LTL Page 3 of t2
Applicant'sfRegistrant's Name & Address: _
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product: MON 89034

Ingredient Bacithis thuringiensis Cryl A.105 and Cry2 Ab2 Proteins and the Genetic Material (Vector PV-ZMIR245) Necessary for their Productiou in MON 89034 (QOECD Unique
ldeatifier; MON-89¢134-3)

Guideling Reference Number Guideline Study Name MRID Number Submitter Status —[ Note
T
Product
Monsanio Conipany OWN Charsclerization
Product
Monsania Colipany OWN Chiaracterization

Ftuman tHeatth

Monsanio Coinpany OWN Assessinent
tiuman Health
Monsanio Company QWN Asgessment

Humman Healib
Monsanto Company OWN Assessment

Signature Date

Name and Title
22, 2008
(,72_/’/5'—' 6/———\,} Yong Gao, Ph.D. May 22,2

Regutatory Affairs Maiager

EPA Form 8570-35 (8-87) Electronic and Paper versions availabie. Submit only Paper versian. Pubtic File Copy

Monsanlo Company 06-CR-172E-3 Page 15




Q

" Form Approved OMB No. 2070-0060
wEPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Streef, S.W.
Washington, D.C. 20460

Paperwork Reduclion Act Notice: The public reporiing burden for tis celleclion of infermation is estimated te average 0.25 hours per response for registralion activities and 0.25 hours per
response for reregislration and special review aclivities, including time for reading the inslruclions and compleling the necessary forms. Send comments regarding the burden eslimate or any
other aspect of this coltection of infermation, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U,S. Environmental Protection Agency,
401 M Street, 5.W., Washington, DC 20460. Do not send |he form te lhis address.

DATA MATRIX

Date: May 22, 2008 E£PA Reg. No./File Symbol: 524-LTL | Page 4of 12
Applicant's/Registrant's Name & Address:
Monsante Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product: MON 89034

Ingredient Bacills thuringiensis CrytA.105 and Cry2Ab2 Proteins and (he Genelic Material (Vecter PV-ZMIR245) Necessary for their Produclion in MON 89034 (OECD Unique
idenlificr: MON-89G34-3)

Guideline Reference Number Guideline Sludy Name MRID Number Submitter Stalus Nole

Human [{ealth
Monsanto Company OWN Assesginent

Humnan Flealth
Monsanto Company OWN Assessipent

Human Health

Monsante Company OWN Assessiment
Human Health

Monsanto Company CWHN Assessment
Human Health

Monsanto Company OWN Assecssment

Human Health

Mo to Company OWN ASSCESMENt

Signature Date

Name and Title
e R 5 Name and Ti Date - oos

Regulalory Affairs Manager

EPA Form 8570-35 {9-97) Elecironic and Paper versions available. Submil eniy Paper version. Public File Copy

Monsanlo Company 06-CR-172E-3 Page 16




Form Approved OMB No. 2070-0060

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washingt':'m1 D.C. 20460

401 M Btreet, S.W., Washington, DC 20460. Do not sand the form to this address.

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per
response for reregistration and special review activities, including time for reading the instructions and complefing the necessary forms. Send comments regarding the burden estimate or any
ather aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division {2137}, U.S. Environmental Protection Agency,

DATA MATRIX

Date: May 22, 2008

EPA Reg. No./File Symbol: 524-1.TL

FPage 5 of 12

Applicant's/Regislrant's Name & Address:
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167

Produst: IVION 89034

identifier: MON-89034-3)

Ingredient Bacillies thuringiensis Cryl A.105 and Cry2 Ab2 Proteins and the Genetic Mateniat (Vector PV-ZMIR245) Necessary for their Production in MON 85034 (OECD Unigue

(Guideline Reference Nurmber Guideline Study Name

MRID Number Submitter Status Note

Human Healith

Monsanlo Company OWN A 1ent
Huipan Health

Monsanlo Company OWN Assessiment
Euvironmental

Monsanto Coinpany OWN Asgessinent
Enviroumental

Monsanlo Company OWN Assessment
Environmental

Monsanto Company OWN Assessment

Signature . Date
8 Name and Title May 22, 2008
C\h’—//eg’_ﬁ @ Yong Gao, Ph.D, i
Regutatory Affairs Manager

EPA Form 8570-35 {8-97) Electronic and Paper versions avaitable. Submit only Paper version.

Monsanto Company

06-CR-172E-3

Pubtic File Copy

Page 17




~ Form Approved OMB No. 2070-0060
vEPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.
Washington, D.C. 20460

Paperwork Reduction Act Notice: The pubiic reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activilizs and 0.25 hours per
response for reregistration and speciat review activiies, including time for reading the instructions and compieling the necessary forms. Send comments regarding the burden estmate or any
other aspect of this coiection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmentat Protection Agency,

40t M Sireet, S.W.. Washington, DC 20460. Do not send the form to this address.
DATA MATRIX

pate: May 22, 2008 EPA Reg. No./Fite Symbol: 524-LTL. | PagecofI2
Appiicanl's/Registranl's Name & Address:
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product: MON 89034

Ingredient Baciltus thuringiensis Cryl A.105 and Cry2Ab2 Protcins aod the Genetic Material (Veclor PV-ZMIR245) Necessary for their Production in MON 89034 (OECD Unique
Idenlificr: MON-896)34-3)

(Guideline Reference Number Guideline Study Name MRID Number

Submitter Status Note

Environmental
Monsanio Company OWN Assessinent

Environmental
Monsanto Company OWN Assessment

Envirornmental
Monsanto Company OWN Asge

Environipentat

Monsanio Company OWN Assessment
Environinentat
Monsanto Coinpany OWN Assessiment
Signature . Date
B Name and Title M
— ay 22, 2008
Yong Gao, Ph.D.
Regutalory Affairs Manager
EPA Form 8570-35 (9-97) Electronic and Paper versions availabie. Submit only Paper version, Public Fite Copy

Monsanto Comnpany 06-CR-172E-3 Pagc 18




Form Approved OMB No. 2070-0060

<EPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, SW.
Washington, D.C. 20460

Paperwork Reduction Act Netlce: The public reporting burden for this collection of information is estimaled to average 0.25 hours per response for registration activities and 0.25 hours per
response for reregistration and special review activities, including time for reading the instructions and completing the necessary forms, Send comments regarding the burden estmate or any

olher aspect of this collection of informalion, inclikding suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency,
407 M Street, § W. Washinglon, DC 20460. Do not send the form to this address.
DATA MATRIX

Date: May 22,2008 EPA Reg. No.fFile Symbol; 524-LTL Page 7 of t2
Applicant's/Registrant’s Name & Address:
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product: MON 89034

ingredient Baciths thuringiensis Cry] A 105 and Cry2Ab2 Protcins aud the Genetic Material (Vector PV-ZMIR245) Necessary for their Production in MON 89034 (OECD Unique
Identifier: MON-896334-3}

(uideline Reference Number

Guideling Study Name

MRID Number |

Submitter Slatus Note

Environimental

Monsainto Company OWN Assessinenl
Enviromuentz!
ivionsanto Company OWN Aggessment

Enviromnenial
Monsanto Conipany OWN Aggessinent

Eovionimentat
Monsantp Company OWN Assessinenl

Environmentat

Muonganlo Company OWN Assessinent
Signature . Date
Name and Title May 22, 2008
Yong Gao, Ph.D.
: Repulatory Affairs Manager
EPA Form 8570-35 (9-27) Etectronic and Paper versions available. Submit only Paper version. Publlc File Copy

Monsanto Company 06-CR-172E-3 Page 19




LL

o Form Approved OMB No, 2070-0060
EPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washington, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this eollection of information is estimated to average 0.25 hours per response for registration activities and 0.25 howrs per
response for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any
other aspect of this collection of information, inchuding suggestions for reducing the burden to: Oirector, OPPE Information Management Division (2137), U.8. Environmental Protection Agency,

401 M Street, S.W,, Washington, DC 20460. Do not send the form to this address,
DATA MATRIX

Date: May 22, 2008 EFA Reg. No.fFile Symbol: 524-LTL | Page 8 of 12
Applicant'siRegistrant’s Name & Address:
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 product: MON 89034

Ingredient Bacillis thirringiensis Cryl A.105 and Cry2Ab2 Proteins and the Genetic Material {Vector PV-ZMIR245) Necessary for their Production in MON 89034 (OECD Unigue
Identifier: MON-85034-3)

Guideline Reference Number Guideline Study Name MRID Number

Submitter Status Note

Euvironmental
Mousanio Colupany DWN Assessiment

Environinental
Monsanto Collpany OWN Assessmenl

Environmental
Mousanto Company OWN As_sessment

Environenlal
o WL Assessinent

Environnicnlal

Monsauto Company OWN Assessment
Signature . Date
Name and Title May 22, 2008
Yong Gao, Ph.D.
Regulatory Affairs Manager
EPA Form 8570-35 {9-97) Electronic and Paper versions available. Submit only Paper version. Public File Copy
Mounsanto Corapany 06-CR-172E-3 Page 20




)

EPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.
Washington, D.C. 20460

Form Approved OMB No. 2076-G060

Paperwork Reduction Act Notice: The puhlic reporting burden for this collection of information is estimated lo average 0.25 hours per response for registration activities and 0.25 hours per
response for reregistration and special review aclivities, including time far reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any
other aspec! of this celleclion of informalion, including suggestions for reducing the burden te: Director, OPPE Information Management Division {2137}, U.S. Environmental Protection Agency,

401 M Stree!, S.W., Washington, DC 20460. Do not send the form fo this address.

DATA MATRIX

Date: May 22, 2008

EPA Reg. No./File Symbol: 524-LTL

Page 9 of 12

Applicant's/Registrant's Name & Address:
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167

Product; MON 89034

Ingredient Bacillus thuringiensis Cryl A.105 and Cry2Ab2 Froteins and the Genetic Material {Vector PV-ZMIR245} Necessary for their Production in MON 89034 (OECD Unique

Identifier: MON-89@34-3)

Guideline Reference Number Guideline Sludy Name #4RI0 Number Submitter

Signature

Status Note
Environinental
Monsanto Company OWN Assessinent
Environmenial
Monsanio Coinpany OWN Assessinent
Environmentai
Monsantg Connany OWN Assessinent
Environmentat
Mousanto Company OWN Assessinent
Enviromnental
Monsanto Copany OWN Assessment
. Date
Name and Title May 22, 2008

Yeurg Gao, Ph.D.
Regulatory Affairs Manager

EPA Form 8570-35 {9-97) Electronic and Paper versions available. Submit only Paper version.

Monsanto Company 06-CR-172E-3

Pubiic File Copy

Page 21




§)

401 M Street, S.W.
Washing_ton, D.C. 20460

SEPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

Form Approved OMB No. 2670-0060

401 M Street, S.W., Washington, DC 20460. Do not send the form to this address,

Paperwork Reduction Act Notice: The public reporting burden for Ihis collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per
response for reregistration and special review activities, including time for reading lhe instructions and completing the necessary forms. Send comments regarding the burden estimate or any
other aspect of this collection of information, including suggestions for reducing Ihe burden lo: Direclar, OPPE Information Management Division (2137), U.5. Environmental Prolection Agency,

DATA MATRIX
Date: May 22, 2008 EPA Reg. No./File Symbol: 524-LFL | Page 1005 t2
Applicant's/Registrant's Name & Address:
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product: MON 89034
Ingredient Bacilins thuringiensis Cryi A. 105 and Cry2Ab2 Proteius and the Genetic Material (Vector PV-ZMIR245) Necessary for their Productioun in MON 89034 (OECD Unigue
Identificr: MON-89(334-1)
Guideline Reference Number Guigeline Study Name MRIED Number Submitter Status Note
M lg Company QOWN 1R
Monsanlo Company OWN Benelils
Monsanlo Company OWN Misc.
Monsanlo Comnpany QOWN Misc,
Mounsarto Comnpany OWN Misc.
Signature . Date
gnatur Name and Title
May 22, 2008
Youg Gao, Ph.D.

Regulatory Affairs Manager

EPA Form 8570-35 (9-87) Electronic and Paper versions available. Submit only Paper version. Public File Copy

Monsanto Company 06-CR-172E-3 Page 22
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wEPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washington, D.C. 20460

Form Approved OMB No, 2070-0060

401 M Street, S.W., Washington, DC 20460, Do not send the form lo this address.

Paperwork Reduction Act Notice: The pubiic reporting burden for this coltection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per
response for reregistration and speciat review activifies, inctuding time for reading the instructions and completing the necessary forms, Send comiments regarding the burden estimate or any
other aspect of this coltection of information, including suggestions for reducing the burden to: Director, OPPE tnformation Management Division (2137), 1.8, Environmental Protection Agency,

DATA MATRIX

Date: May 22, 2008

ERPA Rag. No/File Symbol: 524-LTL

Page 11 of 12

Applicant's/Registrant's Name & Address:
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167

Product;

MON 89034

Identifier: MON-89(334-3)

tngredient Bactiins thuringsensis Cry L A.105 and Cry2 Ab2 Proteins and the Genetic Material (Vector PV-ZMIR245) Necessary for their Production in MON 89034 (QECD Unigue

Guidetine Reference Nymber Guideling Study Name MRID Number Submitier Status Note
ignafure . Date
Signatu Name and Title May 22, 2008
- h Yong Gao, Ph.D. ’
Regulatory Affairs Manager

‘EPA Form 8570-35 {9-97) Etectronic and Paper versions avallable, Submit only Paper version.

Monsanto Company 06-CR-172E-3

Agency tnternat Use Copy

Page 23




FEPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washington, D.C. 20460

Form Approved OMB No, 2070-0060

401 M Street, S.W., Washington, DC 20460. Do not send the form o this address.

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per
response for reregistration and special review acliviies, including time for reading the instructions and complefing the necessary forms. Send comments regarding the burden estimate or any
other aspect of 1his collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division {2137), U.S. Environmental Protection Agency,

DATA MATRIX

Date: May 22, 2008

£PA Reg. No./File Symbol: 524-LTL | Page 120f12

Applicant’s/Registrant's Name & Address:
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167

Product:

MON 85034

identifier: MON-890134-3)

Ingredient Bacillus thuringiensis Cryl A.105 and Cry2Ab2 Proteins and the Genetic Materiat { Vector PV-ZM1R245) Necessary for their Production in MON 89034 (OECD Unigue

Guideline Reference Number Guideling Study Name

Signature

| MRID Number Submitter Statys [ Note
. . Date
Name and Title
May 22, 2008
Yong Gao, Ph.D. y
Repulatory Affairs Manager

EPA Form 8570-35 {9-97} Electronic and Paper versions available. Submit only Paper version.

@ Monsanto Corpany 06-CR-172E-3

Agency tnternal Use Copy

Page 24




MONSANTO %

RONSANTC CompaNy

1300 | {EYE)] STREET, NW
SuiTe 450 EAST
WasHingTon, D.C. 20005-724
PHONE {202} 783-2460

£ax {z02) 785-1819

hitpr/ /www.monsanic.com

May 7, 2008

Dr. Sheryl Reilly, Chief

Microbial Pesticides Branch

Biopesticides and Pollution Prevention Division (751 IP)
United States Environmental Protection Agency
Washington, DC 20460

Subject:  Pre-Acceptance Letter for MON 89034 and MON 89034 x MON 88017
EPA Petition Numbers: 6F7142 and 6F7143
EPA File Symbols: 524-LTA, 524-LTL
Application Date: September 29, 2006

Dear. Dr. Reilly:

This is a response of Monsanto Company to the above stated pre-acceptance letter dated
May 6, 2008 from EPA with respect to Section 3 registrations of Monsanto’s Bt comn
MON 89034 (Cry1A.105 and Cry2Ab2) and MON 89034 x MON 88017 (CrylA.105,
Cry2Ab2, Cry3Bbl) under the Federal Insecticide, Fungicide, and Rodenticide Act

(FIFRA).

Monsanto Company accepts all the proposed conditions for registration with the
following modification:

1) Page 2: the table, row 3, column 2, Monsanto will conducta 7 to14 day
Daphnia study as per the 885 Series OPPTS Guidelines. The reason for
changing 21 day to 7-14 day study is that the 21 day guideline was designed
for testing microbial pesticides. For Bt proteins, the pathogenicity and
infectivity is not an issue. The 2000 EPA-SAP and 2007 EPA white paper {ed,
Robyn Rose) recommended to conduct a minimum 5 day, preferably 7-14
days daphnia study for Bt proteins.

2)  Page 4: section a, 4™ paragraph, last line, change “Monsanto PIP products” to
“Monsanto corn PIP products.” Page 6: section v, lines 8 and 10, change
“PIP products” to “Monsanto corn PIP products.” Page 10, last line of 2
paragraph, change “Monsanto PIP products” to “Monsanto corn PIP products™.




Similarly on Page 12, section v, lines 7 and 10, change “PIP products” to
“Monsanto corn PIP products.”

In addition, we suggest the following editorial changes/comrection:

i,  Page 9: point vi, change “April 30™” to “August 31°" to be consistent
with point iv of Page 8. Also, on page 9, section a) Refuge Requirements
for MON 89034 x MON 88017, third paragraph, change “MON 89034” to
“MON 89034 x MON 88017”.

ii.  Page 15: first paragraph of section e), correct typing error of “889034” to
“89034”, Also, on page 15, point vi, change “April 30" to “August 315
to be consistent with point iv of Page 8.

Per your request in the pre-acceptance letter, the following administrative materials are
also provided herein:

d) Updated labels for MON 89034 and MON 89034 x MON 88017

b) Updated Confidential Statement of Formula (CSF)

¢) Updated Certification with Respect to Citation of Data Form

d) Updated data matrix of MON 89034 and MON 89034 x MON 88017

If you have any questions regarding this letter and the attached materials please feel free
to contact Dr. Russell Schneider, Senior Director, Monsanto Regulatory Affairs & Policy
at (202)383-2866, or me at the phone numbers or e-mail listed below.

Sincerely

DS e

Yong Gao, Ph.D.
Regulatory Affairs Manager
Monsanto Company

Office: (314) 694-2943
Mobile: (314) 488-0571
yong.gao{@monsanto.com

ce: Susanne Cerrelli, EPA/OPP/BPPD
Mike Mendelsohn, EPA/OPP/BPPD
Russell Schneider, Monsanto
Carolyn Carrera, Monsanto



Plant-Incorporated Protectant Label

MON 89034

Lepidopteran-Protected Corn
(OECD Unique Identifier: MON-89(334-3)

Active Ingredients:

Bacillus thuringiensis Cryl A.105 protein and the genetic material necessary for its
production (vector PV-ZMIR245) in event MON 89034 corn............. 0.002-0.0056%

Bacillus thuringiensis Cry2 Ab2 protein and the genetic material necessary for its
production (vector PV-ZMIR245) in event MON 89034 corn............. 0.0015-0.0055%

Percentage (wt/wt) on a dry weight basis whole plant (forage)

Caution
KEEP OUT OF REACH OF CHILDREN
NET CONTENTS
EPA Registration No. 524.LTL
EPA Establishment Ne. 524-M0O-002
Monsanto Company
800 North Lindbergh Blvd.
St Louis, MO 63167
DIRECTIONS FOR USE

It is a violation of Federal law to use this seed in any manner inconsistent with this
Iabeling. Information regarding commercial production must be included in the
Technology Use Guide.

MON 89034 can be used to protect corn plants from leaf, stalk, and ear damage caused
by corn borers.

MON 89034 can be crossed with MON 88017 for breeding purposes to produce MON
89034 x MON 88017

In order to minimize the risk of these pests developing resistance to MON 89034 corn, an
insect resistance management plan must be implemented which includes planting of a
structured refuge.
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These refuge requirements do not apply to seed increase/propagation of inbred and hybrid
seed corn and small scale research trials for observation, nor to commercial hybrid sweet

COIT.

For MON 89034 sweet corn, growers are required to destroy any MON 89034 sweet corn
stalks that remain in the field following harvest via rotary mowing, discing, or plow-
down within one (1) month of harvest.

For MON 89034 field comn, grower guides must specify that growers must adhere to the
following refuge requirements. Growers must plant a structured refuge of at least 20%
corn which is not a lepidopteran-protected Bt corn. Growers who fail to comply with the
IRM requirements risk Josing access to Monsanto corn PIP products.

Refuge planting options include: separate fields, blocks within fields (e.g., along the
edges or headlands), and strips across the field.

External refuges must be planted within %2 mile.

Refuge
T Non-Bt Lepidopteran Resistant Comn
{20 acres)
MON 88034 <= Y mife
(80 acres) " »

When planting the refuge in strips across the field, refuges must be at least 4 rows wide,
preferably 6 rows wide.

MON 82034 Refuge
(80 acres) *++—— Non-Bi Lepidopteran Resistant Com
(20 acres)

Insecticide treatments for control of European corn borer, corn earworm, and
Southwestern corn borer, cornstalk borer, sugarcane borer, fall armyworm and stalk borer
may be applied only if economic thresholds are reached for one or more of these target
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pests. Economic thresholds will be determined using methods recommended by local or
regional professionals {(e.g., Extension Service agents, crop consultants). Instructions to
growers will specify that microbial Bt insecticides must not be applied to non-Bt corn
refuges.

Corn Insects Controlled

European comn borer Ostrinia nubilalis
Southwestern corn borer Diatraea grandiosella
Southern comstalk borer Diatraea crambidoides
Corn earworm Helicoverpa zea

Fall armyworm Spodoptera frugiperda
Corm stalk borer Papaipema nebris
Sugarcane borer Diatreae saccharalis

Sales of com hybrids that contain Monsanto’s Bt corn plant pesticide must be
accompanied by a Grower Guide which includes information on planting, production and
insect resistance management and notes that routine applications of insecticides to control
these insects are usually unnecessary when corn containing the Bt proteins is planted.

MON 89034 is a product of Monsanto’s research program offering unique genetic
characteristics for specific grower needs and may be protected by one or more of the
following U.S. patents: 5023179, 5110732, 5164316, 5196525, 5322938, 5352605,
5359142, 5378619, 5424412, 6018100, 6051753, 6331665, 6489542, 6645497, 6962705,

70642489, and 7250501.
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EPA Registration File No. 524-575 (Vol. 1).
Page is not included in this copy.

Pages 87 through 88 are not included in this copy.

The material not included contains the following type of
information:

Identity of product inert ingredients.

Identity of product impurities.

Description of the product manufacturing process.
Description of quality control procedures.
Identity of the source of product ingredients.
Sales or other commercial/financial information.
A draft product label.

X The product confidential statement of formula.
Information about a pending registration action.
FIFRA registration data.

The document is a duplicate of page(s)

The document is not responsive to the request.
Proprietary information pertaining to the chemical
composition of an inert Ingredient provided by the source
of the ingredient.

Enforcement sensitive information.

Attorney-Client Privilege.

Claimed Confidential by submitter upon submission to the
Agency.

Internal Deliberative Information.

* The information not included is generally considered confidential by product
registrants. If vou have any gquestions, please contact the individual who
prepared the response to your reguest.




<EPA UNITED STATES ENVIRONMENTAL PROTECTION

AGENCY

401 M Street, S. W.
WASHINGTON, D.C. 20460

Paperwork Reduction Act Notlce: The public reporting burden for this collection of information is estimated to average 1.25 hours per response for
registration and 0,25 hours per response tor reregistration and special review activities, including time for reading the instructions and completing the
necessary forms, Send comments regarding burden estimate or any other aspect of this collection ef intormation, including suggestions for reducing
the burden to Director, OPFE Intormation Management Division (2137), U.S. Environmental Frotection Agency, 407 M Street, SW., Washington DC,
20460, Do not send the completed form to this address.

Certification with Respect to Citation of Data

Applicant's/Registrant's Name, Address, and Telephone Number EPA Registration Number / File Symbal:
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 524-LTL

(314) 694-2943

Active Ingredient(s) and/or representative test compeundis): Bacillus thuringiensis Cate:

CrylA. 105 and Cry2Ab2 Proteins and the Genetic Material (Vector May 7, 2008

PV-ZMIR245) Necessary for their Production in MON 89034

General Use Pattern(s} (list all those claimed for this product using 40 CFR Part 158: Prodiret Name:

Terzestrial field crop MON 89034

NCTE: If your product is a $00% repackaging of another purchased EPA-re gistered product labeled for all the same uses on your label, you do
nect need to submit this form. You must submit the Formulator's Exemption Statement (EPA Form 8570-27).
D I am responding to a Data-Call-in Notice, and have included with this form a list of companies sent offers of compensation (the Data Matrix
form should be used for this purpose).

Section ;| METHOD OF DATA SUPPORT (Check one method only)

1 am using the cite-all method of support, and have included with | am using the selective method of support (or cite-all option
D this form a list of companies sent offers of compensation (the IX} under the selective method}, and have included with this form
Data Matrix Form should be used for this purpose). a completed fist of data requirements (the Data Matrix form
must be used).

Section ll: GENERAL OFFER TO PAY

D fRequired if using the cite-all method or when using the cite-all option urder the selective method to salisfy one or more data requirements]
! hereby offer and agree to pay compensation, to other persons, with regard to the approval ot this application, to the extent required by

Section lll: CERTIFICATION

1 certify that this application tor registration, this tom for reregistration, or this Data-Call-In response is supported by all data submitted or
cited in the application for registration, the torm for registration, or the Data-Call-In response. In addition, if the cite-all option or cile-alt oplicn under
the selective method is indicated in Section 1, this application is supported by all data in the Agency’s files that (1) concern the properties or effects of
this product or an identical or substantially similar product, one or more of the ingredients in this product; and (2) is a type of data that would be
required to be submitted under the data requirements in effect on the date of approval of this applicaticn if the application sought the initial registration
of a product of identical or similar composition and uses.

| certify that for each exclusive use study cited in support of this registration or reregistration, that | am the original data submitter or that !
have obtained the written permission of the original data submitter to cite that study.

| cerfify that for each study cited in support of this registration or reregistration that is not an exclusive use study, either: {a) | am the original
data submitter; (b} | have cbtained the permissicn of the original data submitter to use the study in support of this application; (c) all periods of
eligibility for compensation have expired for the study; (d) the study is in the public literature; (g) I have notified in writing the company that submitted
the study and have offered (i) to pay compensation to the extent required by sections 3(c)(1){F} and/or 3(c)(2)(B) of FIFRA; and (i} to commence
negotiations to deternine the amount and terms of compensation, if any, to be paid for the use of the study.

I certify that in all instances where an offer of compensation is required, copies of all offers to pay compensation and evidence of their delivery
in accordance with sections 3(c){t)(F} and/for 3{c){2}{B) of FIFRA are available and will be subeitted to the- Agency upon request. Should | fail to
produce such evidence to the Agency upon request, | understand that the Agency may initiate action to deny, cancel or suspend the registration of my
product in conformity with FIFRA.

! certify that the statements ! have made on this form and ait attachments to it are true, accurate, and complete. | acknowledge that

any knowingly false of misleading statement may be punishable by fine or Imprisonment of both under the appticable law,
Signature Date Typed or Printed Name and Title
C::l-% C;_O May7, 2008 Yong Gao, Ph.D.
i Regulatory Affairs Manager

EPA Form 8570-34 (9-97) Electronic and Paper Versions available. Submit only Paper version.
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o Form Approved GMB No, 2070-0060
wEPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washington, D.C. 20460

Paperwork Reduction Act Notlce: The public reporting burden for this collection ol information is esfimated to average 0.25 hours per response for registration activities and 0.25 hours per
response for reregisiration and special review activilies, including time lor reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any
other aspect of this colleclion of Information, including suggestions for reducing the burden to: Director, OPPE Intormation Management Division {2137), U.S. Environmental Protection Agency,

401 M Streal, S.W.. Washinglon, DC 20460. Do not send the form to this address.
DATA MATRIX

pate: May 7, 2008 EPA Reg. No./Fila Symbol; 524-1.TL J Page L of 10
Agpplicant’s/Registrant's Name & Address:
Monsantc Company, 800 N. Lindbergh Bivd., St. Louis, MO 63167 product  MON 89034

Ingredient Baciltus thuringiensis CrylA.105 and Cry2Ab2 Protetns and the Genetic Material {Vector PV-ZMIR245) Necessary for their Production in MON 89034 (OECD Unique
Identifier; MON-89(334-3)

Guidseline Aeference Number Guideline Study Name MRID Number Submitter Status Note

Administrative Materials for the Application to Register
the Plant-Incorporated Protectant, Boctllus thuringiensis
Cryt A 105 and Cry2Ab? Proteins and the Genetic
Material (Vector PY -ZMIR245) Neccssary for their
Production in MON 892034 (OGECD Unique tdentifier:

N/A MON-BG@34-3), Monsanto Company ) OWN
Bogdanova, N.N, 2006, Human Health and

885.1100 Environmentat Asscssment of the Plant-Incorporated
Protectant Bacillies thuringiensis CrytA. 105 and 4695 14-0t Product
Cry2AbZ Proteins Produced in Com MON 89034, Monsano Company OWN Characterization

Rjce, IR, B.J. Wolff, I.R, Groat, N.X. Scanlon, J.C.
Jennings, and 1.D. Masucci. 2006. Amended Report for
885.1100 MSL-20072: Molecular Aralysis of Corn MON 89034, 469514-02 Product
Monsanto Technical Report MSL-2031 1. Muonsanto Company OWN Characterization

Hartmann, A.1., K.E, Niemeyer, and A. Sitvanovich.
2006, Assessment of the Cryt A. 105 and Cry2Ab2
Protein Levels in Tissues of Insect-Protected Com MON
385,10 89034 Produced in 2005 U.S. Fictd Trials, Monsanto 468514-03 Product
Technical Report MSL-20285, Monsanlo Company OWN Characlerization

Karunanandaz, K., J.J. Thorp, M.E. Goley, §.L. Levine,
and A. Silvanovich. 2006, Characterization of the
Cry2Ab2 Protein Purified from the Com Grain of HON
89034 and Comparison of the Physicochemical and
Functional Properties of the Plant-Produced and E. cofi-
Produced Cry2Ab2 Proteins. Monsanto Technical Report 4695 1404 Product
§85.1 100 MSL-20071. Monsanto Company OWN Charagterization

Signature Date

Name and Title
é_vv_,i% é__‘_% Yong Gao, Ph.D. May 7, 2008

Regulatory Affairs Manager

EPA Form B8570-35 (8-07) Electronic and Paper versions available, Submtt only Paper version. Agency Internal Use Copy

onsanto Company 06-CR-172E-2 Page 7



~ Form Approved OMB No. 2070-0060
wEPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washington, D.C. 20460

Paperwork Reduction Act Notlce: The public reporting burden for this collection of information is estimafed to average 0.25 hours per response for registralion activities and 0.25 hours per
response for reregistration and speclal review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any
other aspect ¢t this collection of intofmation, including suggestions for reducing the burden to: Director, OPPE Information Management Division {2137}, U.S. Environmental Protection Agency,
40t M Streal, 5.W., Washington, DG 204560. Do not send the form to this address.

DATA MATRIX

Date: May 7, 2008 EPA Reg. No./File Symbol: 524-LTL [ Page 2 of 10
Applicant's/Registrant's Name & Address:
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product:  MON 89034
Ingredient Bacillus thuringiensis Cry1A.105 and Cry2Ab2 Froteing and the Genetic Material {Vector PV-ZMIR245) Necessary for their Production in MON 89034 (OECD Unique
Ideatifter. MON-89334-3)
Guideline Reference Number Guideling Study Name MAID Number Submitter Status Nole
Levine, S.L. and J. Uffman. 2006. Evaluation of the
Functionat Equivalence of the Cry2Ab2 Prolein Produced
885.1100 in £.Coli and Br Agaiust a Sensitive Lepidopteran 469514-05 Product
Specics, Monsanto Technicat Report MSL-20132, Mounsanto Company OWN Characlerization
Rice, L., B.). Wolff, £.C. Yennings, and 1.D. Masucci,
2005. Sumsmary of Southerr: Bfot Analysis of MON
89034 and MON 89597 Corn. Monsanto Technicat Product
§85.1t100 Report MSL-20068 466945-01 Monsanlo Company OWN Characlerization
Goertz, B., T. Ganguly, J. Lee, T. Lee, and E.A. Rice.
2005, Characicrization of the Cryt A 105 Prolein
Purified from the Corn Grain of MON 89034 and
Comparison of the Physicochemical and Funclicnal
Properties of the Plant-Produced and E.cofi-Produced
885.1100 CrylA.105 Proteins. Mensanto Technicat Report MSL- Product
19960, 466946-04 Monsanlo Company OWN Characlerization
Supplcmenlal Information for MRID No. 46951402
“Amended Report for MSL-20072: Motecular anatysis of Product
Corn MON 89034 471275-03 Monsanlo Cornpany OWN Characterization
Supplemenlal Inforrmalion for MRID No, 46951403
“Agsessment of the Cryl A. 105 and Cry2Ab2 Protein
Levets in Tissues of Insect-Prolected Com MON 89034 Produect
Produced in 2005 U.3, Field Trials". 471275-05 Monsanlo Cempany OWN Charaetcrization
Signature . Date
Yong Gao, Ph.D. ’
Regulatory Affairs Manager
EPA Form B570-35 (8-97) Electronic and Paper verslons available, Submit only Paper varsion. Agency Internal Use Copy
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<EPA

401 M Street, S.W.
Washington, D.C. 20460

Form Approved OMB No, 2070-0060

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

Paperwork Reductlon Act Notlce: The public reporting burden tor this collection ot informalion is estimated to average 0.25 hours per response for registration activilies and .26 hours per
response for reregistration and special review activilies, Including time for reading the instructions and complating the necessary forms. Send comments regarding the burden estimate or any
olher agpect of this collection of information, Incliding snggestions for reducing the burden to: Director, OPPE Intormation Management Division (2137), U.S. Envipnmental Protection Agency,

40t M Street, S.W., Washington, DC 20460, Do not send the form to this address.

DATA MATRIX

Pate: May 7, 2008

EPA Reg. No.fFile Symbol: 524-LTL [ Page 3 of 10

Applicant’s/Registrant's Name & Address:
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167

Product:

MON 89034

Ingredient
Identfier: MON-89¢334-3)

Bacillus thuringiensis CrylA.105 and Cry2 Ab2 Proteins and the Genetic Material (Vector PV-ZMIR245) Necessary for their Production in MON 89034 (OECD Unique

Guideline HReference Number Guideline Study Name MAID Number Submitter Status Note
Bogdancva, N.N. 2005, Structural and Functional
Simitarity of the CrytA.105 Protein to CrytA Class of
§85.1160 Bocilins thuringiensis Proteins. Monsanto Techgical Product
Report 05-RA-62-01 . 466946.01 Monsanio Company OWN Characterization
Pudin, Y.A and P, Chinnadurai. 2005. Qualitative
Detection Method for the Cry2Ab2 Protein in Conu Leaf
and Seed of MON 89034 and MON 89597, Monsanto Product
860.1340 Technical Report 05-RA-39-04, 466945-03 Monsanto Company OWN Characterization
Bonnette, X.L. 2006. An acutc orat toxicity study in 469514-06
385.3050 mice with Cry2Ab2 protein. Monsanto Study CRO-2003- Human Health
{49, Monsanto Company OWN Assessment
Kapadia, 5.A. and E.A, Rice. 2006, Assessment of the in
vitre Digestibitity of the Cry2Ab2 Proteln in Simulated 469514-07 Human Health
BE5. 1100 Gastric Fluid, Monsanto Technical Report MSL- 19931, Mensanio Conipany OWN Assessment
Kapadia, 8. and E.A. Rice, 2005, Assessiment of the in
vitre Digestibitity of tbe Cryt A, 105 Protein 1t Simulated 469514-08 Human Health
8851100 Intestinal Fluid. Monsanto Technicat Report MSL-19930. Monsanto Company OWN Asgessment
Name and Title Date
‘ :%2 Q— C_,_\}/ Yong Gao, Ph.D. May 7, 2008
Signature Regulalory Affairs Manager

D

EPA Form B57G-35 (9-87) Electronlc and Paper versions available, Submit only Paper version.

onsanto Company 06-CR-172E-2
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EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version. Agency Internat Use Copy

o~ Form Approved OMB No. 2070-0060
EPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washington, D.C. 20460

Paperwork Reduction Act Notlce: The public reporting burden for this collestion of intormation is estimated to average 0.25 hours per response for reglsiration activities and 0.25 hours per
response for reregisiration and special review activitles, including time for reading the insiructions and compieting the necessary forms. Send comments regarding the burden estimate or any

other aspect ot this collection of information, including suggestions tor reducing the burden to: Director, OPPE Information Management Division (2t37), U.S. Environmental Protection Agency,
40t M Street, 5.W,, Washington, DC 20460. Do not send the torm to this address.

DATA MATRIX

Date: May 7, 2008 EPA Reg. No./File Symbol; 524-LTL | Page 4 of 0
Applicanl's/Registrant's Name & Address:
Monsanto Company, 800 N. Lindbergh Bivd., St. Louis, MO 63167 Product IVION 89034

Ingradient Bacillus thuringiensis CryIA.105 and Cry2Ab2 Proteins and the Genetic Material {Vector PV -ZMIR245) Necessary for their Production in MON 89034 (OECD Unigue
Identifier; MON-892334-3)

Guideline Reference Number Guideline Study Name MRID Number Submitter Status

Note

MeCoy, R.L. and A, Sitvanovich. 2005. Bioinformalics
Amnalysis of the CrytA.105 Protein Utilizing the ADS,

885.1100 TOXINS, and ALLPEPTIDES Databases. Monsauto tunan Health
Technical Report MSL-19686. 466946-05 Monsanto Company OWN Assessment
Thorp, J.J. and ML.E. Golcy. 2006. Assessment of the in
virre Digestibility of the Cry2Ab2 Protein in Simulated 469514-09 Human Health
885.1160 Intestinal Fluid. Monsanto Technical Report MSL-19938 Mensanle Company OWN Assessment

McClain, 1.8, and A. Silvanovich. 2006. Bioinformatics
Evaluation of the CrytA.105 Prowin Utitizing the ADS,
885.t100 TOXINS, and ALLPEPTIDES Databases. Monsanto 469514-10 Human Heatth
Teehnieal Report MSL-2035t. Monsanio Company OWN Assessment

Kapadia, 5.A. and E.A. Rice. 2005, Assessment of the in
B85.t100 vitre Digestibitity of the CrytA. 103 Protein in Simtated Human Healih
Gastrie Fluid. Monsanto Technical Report MSL-19929, 466946-06 Monsanto Company OWN Assessmennt

Goley, M.E, and 1.5, Thorp. 2005. Immunodctection of
Cry2Ab2 ard CrytA. 105 Proteins in Corn Grain from

885.1t00 MON 89034 Foltowing Heat Treatmenl, Monsanto Human Health
Tcchnicat Report MSE- 19899, 466946-07 Monsanto Compaiy OWN Assessment

Bonnette, K.L.. 2005. An Acule Oral Toxicity Study in
285.3050 Miee with Cryt A. t05 Proiein, Monsante Study CRO- Human Health
2005-050, 466946-03 Monsanto Company OWN Assessment

: . Date
Signature Name and Title Mz 7,2008
. é_l_ﬂ—- Yong Gao, Ph.D. v

Regulatory Affairs Manager
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" Foim Approved OMB No. 2070-0060
EPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washington, D.C. 20460

Papetwork Reductlon Act Notlce: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for regstration activilies and ¢.25 hours per
response for reregistration and special review activities, including time for reading the instructions and completing the nacessary forms. Send comments regarding the burden estimate or any
olher aspect of this colleclion of information, including suggestions for reducing the burden to; Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency,
401 M Street, S.W., Washington, DC 20460. Do not send the form 1o this address.

DATA MATRIX

Date: May 7, 2008 EPA Reg. No./File Symbol: 524-LTL | Page5of 10
Applicant's/Registrant's Name & Address:
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Productt.  MON 89034

Ingredient Bactllus thuringlensis CrylA.105 and Cry2Ab2 Proteins and lhe Genetic Material (Vector PV-ZMIR245) Necessary for their Production in MON 89034 (DECD Unique
Identifier: MON-89(34-3)

Guidelina Reference Number Guideline Study Name MRIO Number Submitter Status Note
McClain, 4.5 and A. Silvanovicl. 2006. Bioinformatics
Analysis of the Cry2 Ab2 Protein Utilizuig the ADS,
#85.1 100 TOXINS, and ALLPEPTIDES Databases. Monsanio 469514- 1t Huinan Heahl:
Teehnical Report MSL-20307. Monsanto Company OWN Assessment
Davis, S.W. 2006. Comparisen of Broiler Performance
and Carcass Parameters When Fed Diets Containing
#85.4050 MON 89034, Controt or Commercial Com. Monsanto 469514-12 Human Heatth
Study 05-01-50-13, Amended Report. Monsanto Company OWN Assessment
MacRae, T.C.,C R. Brown, and S.L. Levinc. 2006,
Spectrum of Insecticidat Activity of Bactlius viuringlensis 469514-13
CrytA. {03 Protein. Monsanto Technical Report MSL- Enviroamncntal
N/A 20230, Monsanto Company OWN Assessment
MacRae, T.C., C.R. Brown, and S.L. Levine. 2006.
Spectnun of Insceticidal Activity of Baciltus thuringiensis
Cry2 Ab2 Protcin. Monsanto Technicat Report MSL- 469514-14 Environmental
N/A 20229, Monsanm Company OWN Assessment
Headrick, .M., O. Heredia, 1.0. Oyediran, and T.T.
Vaughn. 2006. Assessment of the Efficacy of
Lepidopteran-protected Com MON 85034 and MON
89597 Against Major Insect Pests in United States, Puerto
Rico and Argentina During 2003-2004 Seasons. 4605t4-13 Environmental
N/A Monsanto Technical Report 03-RA-39-03, Monsanio Company OWN Assessment
1 . Date
Signature i Name and Title May 7, 2008
é/_\y- Yong Gao, Ph.D. ’
Regulatory Affairs Manager

EPA Form 8570-35 (9-97) Electronic and Papes versicns available. Submit only Paper version. Agency Internal Use Copy

@
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. i Form Approved OMB8 No. 2070-06060
wEPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washington, D.C. 20460

Paperwork Reduction Act Notlce: The public reporting burden for this collection of intormation is astimated to average 0.25 hours per response for registration activities and 0.25 hours per
response for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any
other aspect of this collection of information, including suggestions far reducing the burden to: Director, OPPE Information Management Division (2 f37), U.S. Environmental Protection Agency,

401 M Street, 5.W., Washington, DC 20460. Do not send the form to this address.
DATA MATRIX

Date: May 7, 2008 EPA Reg. No/File Symbol: 524-LTL l Page 6 of 0
Applicant's/Registrant's Name & Address:
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product MON 89034

Ingredient Baciflus thuringiensis CrylA.105 and Cry2Ab2 Proteins and the Genetic Material {Vector PV-ZMIR245) Necessary for their Production in MON 89034 (OECD Unigue
Identifier: MON-83(334-3)

Guideling Reference Number Guideling Study Name MRID Number Submitter Status Note

Teixeira, D, 2006. Evatuation of Dietary Effects of
Lycphilized Leaf Tissue from Com MON 89034 in a
Chironic Exposure Study with Collembola (Fofromia 4695 [4-16 Environmental
8854340 candida). Monsanto Technical Report MSL-20169. Monsanlo Company OWN Assessment

Palmer, $.J. and H.O, Krueger. 2006. Ewaluation of
Exposure to MON 89034 with the Cladoceran Daphaia
magna: An acute static-renewal test with com pollen. 4695t4-t7 Environmentat
885.4340 Monsanto Study WL-2005-G11. Monsanlo Company OWN Assessment

Sindcrmann, A.B., LR. Porch, and H.Q. Krueger, 2006,
Evaluation of Potential Effects of Exposure to CrytA.t03

Protein in an Acuate Study with the Earthworm in an 4695t4-18

Artificial Soit Substrate. Monsanto Technieal Report Enviromnental
B85.6200 MSL-20147. Monsanto Company OWN Assessment

Richards, K.B. 2008. Evaluation of the Dietary Effeci(s)

of a Cryt A.105 Protein on Honeybee Larvae (4pis 469514-19 Environmental
885 4380 mellifera] ). Monsanto Study CA-2005-071. Monsanto Company QWN Assessment

Richards, K.B. 2006, Evatuation of the Dietary Effeci{s) _

of a Cryt A.105 Protein on Adult Honeybees {Apis 469514-20 Environmental
8854380 melfifera L.). Monsanto Study CA-2005-072 Monsanto Company OWN Asgsessment

Signature Name and Title ﬁaa;e? 2008
_ Q’L)— Yong Gao, Ph.D. ’

Regulatory Affairs Manager

N

EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version. Agency Internal Use Copy

onsanto Company 06-CR-172E-2 Page 12




~ Form Approved OMB No. 2070-006C
wEPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washington, D.C. 20460

Paperwork Reductlon Act Notlce: The public reporting burden tor this colleclion ot intormation is estimated o average 0.25 hours per response lor registratton activities and 0.25 hours per
response for reregisiration and special review activilies, including tirme for reading lhe instruclions and completing lhe necessary torms. Send commenils egarding lhe burden eslimate or any
other aspecl of this collection of infortnation, induding suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmentat Prolection Agency,

401 M Street, 5.W.. Washingion, DC 20460. Do not send lhe form to Ihls address,
DATA MATRIX

pate: May 7, 2008 EPA Reg. No./File Symbol: 524-LTL | Page7of 10
Applicani’s/Registrant's Narne & Address:
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Produc:  MON 89034

Ingredlent Bacitlies thuringiensis Cryl A.105 and Cry2Ab2 Proleins and lhe Genelic Maleriat (Veclor PY-ZMIR245) Necessary for their Production in MON 89034 (OECD Unique
denlifier: MON-§934-1)

Guideline Reterence Nimber Guideline Study Name MRIO Number Submitter Statug Note

Paradise, M.5. 2006. Evaluation of Potential Dietary
Effects of CrytA.105 Protein on the Ladybird Beetle,
Coleomegitfa mactfara {Colcoplera: Coceinellidae), 469514-21 Environmental
8854340 Monsanio Technical Report MSL-20150. Monsanto Company OWN Assessmenl

Paradise, M.S. 2006. Evalualion of Potentiat Dietary
Effects of Cry2Ab2 Protein on the Ladybird Beetle,

Coleamegilta maculma (Coleopiera: Coceincllidae). 4695 14-22 Environmental
885.4340 Monsanto Technical Report MSL-20151. Monsanto Company OWN Assessment

Teixeira, I}, 2006. Evaluation of Potential Dietary

Effects of Cryt A 105 Protein on Minute Pirate Bugs, 465314-23

Orins insidiosns (Hemiptera: Anthocoridag). Monsanto Envimoamental
8854340 Technicat Report MSL-20170. Mongsauto Company OWN Assessment

Teixeira, . 2006. Evatuation of Potentia! Dictary
Effects of Cry2 Ab2 Protein on Minute Pirate Bugs, Orius

isidiasus {(Hemi ptera: Anthocoridag). Monsanto 469514-24 Environmental
£85.4340 Teehnical Report MSL-20171. Monsanto Company OWN Assessment

Sindermann, A.B., I.R. Porch, and H.O. Krueger. 2006.
Evalualion of Poterlial Effects of Exposure to CeytA103
Protein in an Acute Study with the Parasitic Wasp,
Ielmewmon promisserins (Hymenoptera: Ichneumonidae), 46595 14-25  Environniental
885.4340 Monsanto Teehnical Report MSL-20149. Monsanto Company OWN Assessment

. _ Date
Signature Name and Title May 7, 2008
: Yong Gao, Ph.D.

Regulalory Affairs Manager

EPA Form B570-35 (8-97) Eleclronic and Paper versions available. Submit only Pape? version. Agency Internal Use Copy
N\
oy

Monsanlo Company 06-CR-172E-2 Page 13



P Form Approved OMB No. 2070-0060
wEPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washington, D.C. 20460

Paperwork Heductlon Act Notice: The public reporting burden for this collection of intormafion is esfimated to average 0.25 hours per response for registrafion activifies and 0.25 hours per
response lor reregistration and special review activities, including time for reading the instruclions and completing the necessary lorms. Send comments regarding the burden estimate or any
other aspect of this colection of intermation, including suggestions for reducing the burden to: Director, GPPE Information Management Division (2137), U.S. Environmental Protection Agency,
401 i Street, S5.W., Washington, BC 20480. Do not send the form to this address.

DATA MATRIX

Date: May 7, 2008 EPA Reg. No./File Symbol: 524-LTL { Page 8of 10
Applicant's/Regisiranl's Name & Address:
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Produc:  MON 89034

Ingredient Bacillus thuringiensis Cryl A.105 and Cry2Ab2 Protetns and the Genetic Materid (Vector PV-ZMIR245) Necessary for thetr Produetion in MON 8%034 (OECD Unique
Tdentifier: MON-89(334-3)

Guideling Reference Number Guideline Study Name MHEID Number Submitter Status Nole

Galttagher, S.P. and L.B, Beavers. 2006. Evaiuation of
Potentiat Dietary Elfects of MON 89034 witk the
885.4050 Northern Bobwhite: an Eight-day Dietary Swdy with 469514-27 Environmental
Corn Grain, Monsanto Technical Report WL-2005-012. Monsanio Company OWN Assessment

Mueth, M., T. Curran, J. Wasren, 5, Dubeiman, M.
Giaspie, [. Murphy, S. Levine, J. Holtmeyer, and C.

Jiang. 2006. Aecrcbic Soif Degradation of the Purified 469514-28

8855200 Cry2Ab2 and Cryt A. 105 Proteins. Monsanto Technicai Environmentat
Report MSL-20{74. Moensanto Conipany OWN Asscssment
Huesing, L.E., 1.J. Duan, and S.L. Levine. 2006. ]

NIA Endangered $pecics Risk Assessment for Com MON 469514-29 Environmentat
89034, Monsanto Technical Report MSLO020394, Monsanto Company OWN Assessinent

MacRae, T.C., C.KR, Brown, 8.L. Levine. 2005.
Evatuation of the Potentiat for Interactions Between the
NfA Bocillus Thuringiensis Proteins CryTA. 105 and Cry2Ab2, Environmentat
Monsanto Tecimicat Report MSL-19859, 466946-02 Monsanto Company . OWN Assessinent

Sindcemann, A.B., LR, Porcll, and H.O. Krueger. 2006.
Evaluation of Potentiat Effects of Exposure to Cry2Ab2
Protein in an Acute Study with the Parasitic Wasp,

Ichnewmon prondssorins {Hymenoptera: Ichneumonidac). 4695 14-26 Envirenmenltal
§85.4340 Monsanto Techaical Report MSL-20148. Monsanto Company OWN Assessment
Signature Narme and Title Date s
r;_%\ ‘-//LLB—‘ Yong Gao, Ph.D, Yo
- Regulatory Affairs Manager
EFA Fomn 8570-35 (8-97) Electronic and Paper versions available. Submit only Paper version. Agency Internai Use Copy

onsanto Company 06-CR-172E-2 Page 14




ey - Form Approved QMB No, 207¢-0060
wEPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washington, D.C. 20460

Paperwork Reduction Act Notlce: The public reporting burden tor this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per
response for reregisiration and special review activitles, including tirme for reading the instruclions and completing the necessary forms. Send commenis regarding the burden estimate or any

other aspect of this collection of information, including suggestions for reducing the burden to; Director, OPPE Information Management Division (2137), U.S, Environmental Protection Agency,
40t M Streel, 5.W., Washington, BC 20460. Do not send the form to this address,
DATA MATRIX

pate: May 7, 2008 EPA Reg. No./File Symbol: 524-LTL, | Page 9of 10
Applicant's/Registrant's Name & Address:
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product  MON 89034

Ingradlent Bacillus thuringiensiy Cryl A.105 and Cry2Ah2 Proteins and the Genetic Material (Vector PY-ZMIR245) Necessary for their Production in MON 82034 {QECD Unique
ldentifter: MON-8934-3)

Guideline Reterence Number Guideline Study Name MRID Number Submitter
Palmer, §.J. and H.O, Krueger, 2000, Insect Proteetion
Protein 2; An Acute Toxicity Study With the Earthworm
in an Artificiat Soif Substrate, Monsanto Technical

885 4340 Report MSL-16177 450863-13 Monsanio Company OWN

Slatus Nole

Environmental
Assessment

Maggi, V.L. 2000, Evaluation of dietary effeet(s} of .
purificd Baeilfus thuringlensiz Cry2Ab2 protein on hoacy Environmental
§85.4380 bee tarvag. Monsanto Tectinical Report MSL-16961. 453371-02 Monsanto Company OWN Assessment

Teixeira, . 2000, Assessment of Clwonic Toxicity of
Cotton Tissue Conlaining Insect Protection Protein 2 1o
Coltembola (Folsontia candida), Amended report. Environmental
885.4340 Monsanto Techaieal Report MSL-16174. 450863-14 Monsaate Company OWN Assessment

Patmer, 5, and H, Krueger. 2000. Inscet Protection
Protein 2: A Diclary Toxicity Study with Parasitic

Hymenoplera {Nasonia vitripennis). Monsanto Teehrical Environmentat
8854340 Report MSL-16173. 450863-10 Monsanto Company OWN Assessment

Maggi, V.L. 2000. Evaluation of the Dictary Effect(s) of ‘

Inseet Protcetion Protein 2 on Adult Honey Bees {Apis Environmental
883.4380 metiifera L.). Monsanto Technical Report MSL-16176. 450863-08 Monsailo Company OWN Agsessment

Signature ‘ M
% Name and Title May 7, 2008
9 Yong Gao, PhD.

Regulatory Affairs Manager

EPA Form 8570-35 (9-97) Electronlc and Paper versions avallable. Submit only Paper version. Agency Internal Use 00p;

Monsanto Company 06-CR-172E-2 Page 15



SEPA

Form Approved OMB No, 2070-0060

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.

Washington, D.C. 20460

Paperwork Reductlon Act Notlee: The public reporting burden for this collection of infermation is estimated to average 0.25 hours per response for registration activities and 0.25 hours per
response for reregisiration and special review activilies, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any

other aspect ot 1his collection of information, ingluding suggestions for reduging the burden tor Sirector, OPPE Information Management Sivision (2t37), U.S. Environmental Protection Agency,
401 M Street, 5.W., Washington, DC 20460, Bo not send the form to this address.

DATA MATRIX

Date: May 7, 2008

EPA Reg. No./File Symbol: 524-LTL

Page 10 of t0

Applicant's/Registrant's Name & Address:
Meonsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167

Product;

MON 89034

ingredient
Identifier. MON-89§334-3)

Bacitlus thuringiensis Cry1A.105 and Cry2Ab2 Proteins and the Genetic Material (Vector PV-ZMIR245) Necessary for their Production in MON 89034 {OECD Unigue

Guideline Reference Number

Guideline Study Name

MRID Number

Submitter

Status

Note

NiA

Head, G. 2006. Insect Resistance Management Plan for
Second Geneiation Lepidopteran-Protected Com, MON
89034. Monsanto Teclinicat Report 06-RA-39-06.

469514-30

Monsanto Company

OWN

IRM

Bogdanova, N. apd A, Crawford (2007). Public inte1est
Document Supporting Registration of Bacifliss
thuringiensis Cryl A105 , CryZAb2 and Cry3Bbl
Proteins in Insect-thotecied Com MON 89034 and MON
89034 x MON 83017

Monsanto Company

OWN

Benefits

Bogdanova, N., 5, Dubelman, M. Mucth, 7. Murphy and
A. Sikvanovich (2067). Responses to EPA Questions
Regarding Application 524-LTL to register Insect-
Protected Corn MON 89034 (MRID 46951428)

471403-0t

Monsanto Company

OWN

Misc.

Bogdanova, N. , (2007} Responses 10 EPA Questions
Regarding Applications 524-L.TL and 524-LTL to
Register Insect-Protected Corn MON 89034 and MON
89034 x MON 83017 (MRID 4695 1400 and 4695t300)

471275-01

Monsanto Company

OWN

Misc.

Bogdanova, N.., (2007), Supptementat information lo
Addicss EPA Questions Regarding Applications 524-LT1.
and 524-1.TL to Register tnseci-Protected Corn MON
89034 and MON 89034 x MON 88017 (MRID 46951400
aud 46951300)

470794-02

Monsanio Company

OWN

Misc.

Signature ,

Name and Title
Yong Gao, Ph.D,

Regulatory Affairs Manager

Date
May 7. 2008

EPA Form 8570-36 {9-97) Electronic and Paper versions available. Submit only Paper version.

Q)

Monsante Company

06-CR-172E-2

Agency Internal Use Copy

Page 16




“ Form Approved OMB No. 2070-0060
EPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washington, D.C. 20460

Paperwork Reduction Act Notlee: The public repotting burden for this collection of intormatlon is estimated to average 0.25 hours per response for registration aclivities and 0.25 hours per
response for reregistration and special review activities, including tirme tor reading the instructions and compieting the necessary torms. Send comments regarding the buden estimate or any

other aspect of this coilection ot information, including suggestions for reducing the burden to: Direclor, OPPE information Management Division (2t37), U.S, Environmental Protection Agency,
401 M Street, 5.W., Washington, BC 20460. Do not send the formn o this address.

DATA MATRIX

pate: May 7, 2008 EPA Reg. No./File Symbol: 524-1,TL | Page t of 10
Appiicans/Hegistrant's Name & Address!
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Producl. MON 89034

Ingredient Bacillus thuringfensis Cryl A J03 and Cry2 Ab2 Proteins and the Genetic Material (Vecior PV-ZMIR245} Necessary for their Production in MON 88034 {OECD Unique
Identifter: MON-89(334-3}

Guideline Refarence Number

Guideline Study Name MRID Number Submitter Status Note
Maonsanto Company OWN
Product
Monsanto Company OWN Characlerization
Product
Monsanto Compary OWN Cliaracterizastion
Product
Monganto Company OWN Characterization
Product
Monsante Company OWN Characterization
Signature : Date
& Name and Title May 7, 2008
c:?’_—é;)*“ C;j:‘—\ﬁ Yong Gao, Ph.D. ’
Regulatory Affairs Manager

EPA Form 8570-35 (9-97} Electronic and Paper versions available, Submit only Paper version. ' Publlc File Copy

vionsante Company 06-CR-172E-2 Page 17




P Form Approved OMB No., 2070-0060
wEPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washington, D.C. 20460

Faperwork Reduction Act Notice: The public reperting burden for this collection ot information is estimated to average 0.25 hours per response for registrafion activifies and 0.25 hours per
response for rereglstration and special review activities, including time for reading the instructions and completing the necessary torms. Send comments regarding the burden estimate or any
other aspect of this coliection ot information, including suggestions for reducing the burden to: Director, OPPE Information Management Divislon (2137), LS. Environmental Protection Agency,
401 M Sireet, S.W., Washington, BC 20460. Do not send the form 1o this addrass.

DATA MATRIX

Date: May 7, 2008 EPA Reg. No/File Symboi: 524-LTL | Page2of t0
Applicant's/Registrant's Name & Address:
Monsanto Company, 800 N. Lindbergh Blvd., St. Louts, MO 63167 Product.  MON 89034
ingredient Bacilius thuringiensis Cryl A.105 and Cry2Ab2 Proteins and the Genetic Material {Vector PY-ZMIR245) Necessary for their Production in MON 85034 (QECD Unique
Tdentifier: MON-896134.3)
Guideline Reference Number Glidefine Study Name MRID Number Submitter Slatus Note
Product
Monsanto Company OWN Characterization
Product
Monsanto Company OWN Characterization
Product
Monsanio Company OWN Characterizalion
Product
Monsanto Company OWN Charactcrization
Product
Monsaiio Company _ OWN Characterization
Signature . Date
s Name and Title May 7, 2008
;’/'%“ Q—\k} Yong Gaﬂ, P['l.D !
Regulatory Affairs Manager

EPA Form 8570-35 (3-97} Etectronic and Paper versions available. Submit only Paper version. ' Pubiic Fite Copy

Monsanto Company 06-CR-172E-2 Page 18




——

R

. Form Approved OMB No. 2070-0060
wEPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washington, D.C. 20460

Paperwork Reduction Act Notlce: The public reporting burden for this collection ot information Is eslimated to average 0.25 hours per response tor registration activities and .25 hours per
response for reregistration and special review activities, including time tor reading the instructions and completing the necessary foims. Send comments regarding the burden estimate or any
other aspect of thls collection of intormation, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency,

401 M Street, 8.W., Washington, BC 20460, Do not send 1he form {o this address.
DATA MATRIX

pate: May 7, 2008 EPA Rag. No./File Symbol: 524-L.TL  { Page 3of t0
Applicant's/Registrant's Name & Address:
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product:. MON 89034

Ingradient Bacillus thuringiensis Cryl A. 105 and Cry2Ab2 Proteins and the Genetic Material (Vector PV-ZMIR245) Necessary for their Production in MON 89034 (OECD Unique
Idcntifier: MON-89@34-3)

Guideline Reterence Number Guideling Study Name

MRID Number Submitter Slatus Note
Product
Monsaiio Company OWN Characterization
Produc!
Monsanto Company OWN Characterization
Human Health
Monsanto Company OWN Assessment

Human Health

Monsanto Company OWN Assessment
Human Health
Monsanto Company OWN Assessment
Signature Date

Name and Title )
@ N RN Yong Gao, Ph.DD. May 7, 2008

Regulatory Affairs Manager

EPA Fomm 8570-35 (3-97) Electronic and Paper versions available. Submit only Paper version. ] Public Flle Copy

onsanto Company 06-CR-172E-2 Page 19




-~ Form Approved OMB No. 2070-0060
wEPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washington, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this collection of information Is estimated to average 0.25 hours per responsa tor registration activities and ©.25 hours per
response for reragistration and special review aclivities, including fime for reading the instructions and completing the necessary forms. Send comments regarding the burden esfimate or any

other aspect ot this collection ot information, including suggestions tor reducing the burden lo: Director, OPPE Intormation Management Division {2137), U.S. Environmental Protection Agency,
451 M Street, SW., Washington, DC 20480. Do not send the torm fo this address.
DATA MATRIX

Date. May 7, 2008 EPA Reg. NoJFile Symbol: 524-L'TL | Page 4of 10
Applicant's/Registrant's Name & Address:
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product MON 89034

Ingredient Bacilfus thuringiensis Cry1A . 105 and Cry2 Ab2 Proteins and the Genelic Material {Vector PV-ZMIR245) Necessary for their Production in MON §9034 (OECD Unique
Identifter: MON-89(334-3)

Guideling Reference Number

Guidgline Study Name MRID Number Submitter Status Note
tHuman Health
Monsanto Coinprany OWN Assessment

Human Health

Monsanlg Company OWN Assessment
Human Health
Monsanto Company OWN Assessment

tiuman Health

Moensanto Company OWN Assessment
Human Health

Monsanto Company OWN Assessment
Human Health

Monsanlo Company OWN Assessment

Signature : Date
g Name and Title May 7, 2008
. éw__‘_.l_sz_u_ Yong Gao, Ph.D. '
Regulatory Affairs Manager
EPA Form 8570-35 (9-97) Electronic and Paper vessions available. Submit only Paper version. Public Flle Copy

3

onsanto Company 06-CR-172E-2 Page 20



Py Form Approved OMB No. 2070-0060
EPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washington, D.C. 20460

Paperwork Reductlon Act Notlce: The public reporting burden for this colleclion of information is estimated to average 0.25 hours per response for registration aclivities and 0.25 hours per
response tor reregistration and special review activities, induding time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any
other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137}, U.S. Environmental Protection Agency,

401 M Street, 5.W., Washington, DC 20460, Do not send the fom to this address.
DATA MATRIX

Dale: May 7, 2008 EPA Reg. No/File Symbol: 524-LTL | Page 5of to
Applicant's/Hegistrant’s Name & Address:
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product: MON 89034
Ingredient Bacrilus thuringlensis Cryl A, 105 and Cry2Ab2 Proteins and the Genelic Material (Vector PV-ZMIR245) Necessary for their Production in MON 89034 (OECD Unique
Identifter: MON-89(334-3)
Guideline Refersnce Number Guideline Study Name MRID Number Submitter Status Note
Human Health
Monsanlo Company OWN Assessment
Human Health
Monsanto Company OWN Assessmenl

Environmental

Mousanto Company OWN Assessment
Environmental
Monsanto Company OWN Assessment

Environmentat
Monsanto Company OWN Assessment

Signature Date

Name and Title

Regulatory Affairs Manager

S

EPA Formn B570-35 (9-97) Eleclronic and Paper versions available. Submil only Paper version. Pubtic Fila Copy

onsanto Company 06-CR-172E-2 Page 21




Form Approved OMB No. 2070-0060

wEPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washington, D.C. 20460

Paperwork Reductlon Act Notlce: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per
response tor reregistration and special review activities, Including time for reading the Instructions and completing the necessary torms. Send comiments regarding the burden estimate or any

other aspect of this collection of infarrmation, including suggestions for reducing the burden to: Director, DPPE Information Management Division (2137), U.8. Environmental Protection Agency,
401 M Street, SW., Washington, DC 20480, Do not send the form to this address.

DATA MATRIX

Date: May 7, 2008

EPA Reg. No /File Symbol: 524-1.TL. | PageSof t0

Applicant's/Registrant's Name & Address:
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product: MON 89034

Ingredient Baciltus thieringlensis CrylA. 105 and Cry2Ab2 Proteins and the Genetic Material (Vector PV-ZMIR245) Necessary for their Production in MON 89034 (OECD Unique
Identifier: MON-89@34-3)

Guidelng Reference Numnber Guideling Study Name

—

2

#RID Number Submitter Status Note

Environmental

Monsanto Company OWN Aszsessment
Environmental

Monsanto Company OWN Assessment
Environmental

Monsanto Company QOWN Assessment
Environmental

Monsanto Company OWN Assessment
Envirenmental

Mic to Company OWN Assessment

Signature . Date
& Name and Title )
May 7, 2008
’ - Yong Gao, Ph.D,
Regulalory Affairs Manager
EPA Form §570-35 (9-97) Electronic and Paper versions available. Submit only Paper version, Publlc File Copy

onsanlo Comparty 06-CR-172E-2 Page 22




" Form Approved OMB No, 2070-0060
EPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washington, D.C. 20460

Paperwork Reduciion Act Notice: The publie reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per
response for reregistration and special review activitles, ineluding time for reading the instructions and complsling the necessary torms. Send comments regarding the burden estimate or any

other aspect ol this collection of information, including suggestions for reducing the burden to: Director, OPPE nformation Management Bivision (2137}, U.5. Environmental Protection Agency,
401 M Street, 5.W., Washington, DC 20450. Do not send the form to this address.
DATA MATRIX

pate: May 7, 2008 EPA Reg. No./File Symbal: 524-LTL | Page 7 of t0
Applicant's/Registrant'’s Name & Address:
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product: MON 89034

tngredient Bacillus thuringiensis Cryl A.105 and Cry2Ab2 Proteins and the Genetic Materiat (Vector PY-ZMIR245) Necessary for their Production in MON 39034 (OECD Unique
identifier: MON-89¢334-3)

Guideline Reference Number Guideline Stugy Name MRID Number

Submitter Status Note
Environment at
Monsanto Company OWN Assessment

Environmentat
Monsanto Company OWN Assessinent

Environmentat
Monsanto Company OWN Asgessment

Environmental
Monsanlo Cotapany OWN Assesstient |

Environmental
Monsanto Cormpany OWN Assessment

Stgnature Name and Title I\D,Ii;e—; 2008
—62_9__* Yong Gao, Ph.DD. ’

Regulatory Affairs Manager
' EPA Form 8570-35 (9-87) Electronic and Paper versions available. Submit only Paper version. Public File Copy
@

Monsanto Company 06-CR-172E-2 Page 23




o Form Approved OMB No. 2670-0060
wEPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W,
Washington, D.C. 20460

Paperwork Reduction Act Nollce: The public reporting burden tor this colleclion of information is estimated to average 0.25 hours per response for regisiration activities and 0.25 hours per
response for reregistration and special review activities, including time for reading the instructions and completing the necessary torms. Send comments regarding the burden estimate or any

other aspect of Ihis collection of informalion, including suggestions for reducing the burden to: Director, OPPE Information Management Divislon (2137), U.S. Environmental Protecllon Agency,
401 M Street, S.W., Washinglon, DC 20480. Do nol send the torm o this address.

DATA MATRIX

Date: May 7, 2008 EPA Reg. No./File Symbol; 524-LTL. | Page 8of t0
Applicant’s/Registrant's Name & Address;
Mousanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 product: MON 89034
Ingredient Bacillus thiringiensis Cryl A.105 and Cry2Ab2 Poteins and the Genetic Matertal (Vedor PV-ZMIR245) Necessary for their Production in MON 89034 (OECD Unique
Identifier; MON-89@134-3)
Guideling Reference Number Guideline Study Name MRID Number Submitter Status Nota
Environmental
Monsanto Company OWN Assessment
Envircnmental
Monsante Company OWN Assessment
Envirenmentat
Moensanto Company OWN Agsessment
Environmental
¥ OWN Assessment
Environmental
Monsanto Company OWN Assessment
Signature . Date
G’_& _ Name and Title May 7, 2008
Yong Gao, Ph.D.
Regulatory Affairs Mauager

EPA Form 8573-35 (8-87) Electronle and 5aper versions avaliable. Submit only Paper version. Publlc File Copy
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" Form Approved GMB No. 2070-0060
wEPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.
Washington, D.C. 20460

Paperwork Reductlon Act Notice: The public reporting burden for this collection of information is estimated o average 0.25 hours per response for registration activities and 0.25 hours per
responise for reregistration and special review aclivities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estlmate or any
other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Intormation Management Divislon {2137), U.S, Environmental Protection Agency,
401 M Sireel, S.W., Washinglon, DC 20460. Do not send the form to this address.

DATA MATRIX

Date: May 7, 2008 EPA Reg. No./File Symbol: 524-LTL | Page9of 10
Applicant's/Registrant's Name & Address:
Monsanto Company, 800 N. Lindbergh Bivd., St. Louis, MO 63167 Product: MON 89034

Ingredient Bacillus thuringiensis Cry1 A, 105 and Cry2Ab2 Proteins and the Genetic Material (Vector PY-ZMIER245) Necessary for their Produetion s MON 89034 (OECD Unique
ldeutifier: MON-89(134-3)

Guideline Reference Number Guideline Study Name MBID Number Submitter Slatus Note

Environmental

Monsanto Company OWN Assessment
Environmentat
Monsanto Company OWN Assessment

Environmeital

Muonsanto Company OWN Assessment
Environmenlal
Monsante Company OWN Asgsessmenl
Environmental
Monsanto Company OWN Assessment
Signature Date

) g- Name and Title
61&—'\ Yong Gao, Ph.D, May 7,2008

Regulatery Affairs Manager

EPA Form 8570-35 (9-87) Electronic and Paper versions available. Submit only Paper version. Public Flle -Copy
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wEPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washington, D.C. 20460

Form Approved OMB No. 2670-0060

40t M Street, S W., Washington, BC 20460, Do not send the form to this address.

Paperwork Reduction Act Notice: The public reporting burden for this coltectlon of information js estimated to average 0.25 hours per response for registration activities and 0.25 hours per
response for rereglstrafion and spectal review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the hurden estimate or any
other aspect of this coliection of intormation, including suggestions for reducing the burden to: Birector, OPPE Information Management Bivision (2137), U.S. Environmental Protection Agency,

DATA MATRIX

Date: May 7, 2008

EFA Reg. No./File Symbol: 5324-LTL

Page 10 of 10

Applicant's/Registrant's Name & Address:
Monsanto Company, 800 N. Lindbergh Bivd., St. Louis, MO 63167

Product. VION 89034

Identifter: MON-89@i34-3)

Ingredient Bacilius rnringiensis CryTA.105 and Cry2 Ab2 Proteing and the Genetic Matertal (Vector PV-ZMIR245) Necessary for their Production in MON 89034 (OECD Unique

Signature

M@S}

Guideline Reference Number Guideline Study Nams MRID Number —[ Submitter

Status Noie
Monsanio Company OWN IRM
Monsanto Company OWN Bencits
Monsanlo Company OWN Misc.
Monsanio Company OWN Nliisc.
Monsanto Company OWN Misc.
Name and Title s 2008

Yong Gao, Ph.D.
Regutatory Affairs Manager

R

ERA Form 857G-35 (9-97) Electronic and Faper versions available. Submit only Paper version,

onsanto Company 06-CR-172E-2

Public Flle Copy

Page 26




UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

DEC 1 0 2007

OPP Decision Numbers:  D-371 t89
D-371190

Yong Gao
Regulatory Affairs Manager
Monsanto Company
1300 | Street, NW
Suite 450 East
- Washington, DC 20005

Dear Dr.Gao:

Subject: MON89034 x MON 88017 {Cry1A.105, Cry2Ab2 and Cry3Bb1) Corn and
MON89034 (Cry1A.105, and Cry2Ab2) Corn

EPA Petition Numbers: 6F7142 and 6F7143
EPA File Symbols: 524-LTA and 524-LTL
Application Date: September 29, 2006

EPA Receipt Date: September 29, 2006

Your applications as submitted under the Pesticide Registration Improvement Act (PRIA)
guaranteed you a regulatory decision for this action category (B81 twice) by June 10, 2008.

Qur review of your public interest document is ongoing. Provided that we are able to
determine the registration of these products would be in the public interest, that you make the
. following changes to your proposed insect resistance management (IRM) refuges, and that you
drop the proposed popcorn use, the Agency will be able to continue processing your
' applications.

if you choose not to medify the IRM refuge proposals and drop the popcorn use, the
applications will be deemed incomplete. Within seventy-five (75) days, please indicate whether
you will modify the IRM refuges and drop the popcorn use, and submit in writing a commitment
to perform the required data listed below.

The Agency is requesting the following revisions to your proposed IRM refuges. Please
consult the enclosed data evaluation records for detailed information.

CONCURRENCES
SYM BOL > ------------------------------------------
SuaNAME ’ --------------------- sanansruplia¥ianha ke
oz A alb] (o)
EPA Form 1320-1A (1/90) ' Printed on Recycled Paper OFFICIAL FILECOPY

# 1.8, Government Printing Office; 2005 206-809 {man



REVISED IRM REFUGES

MON 839034 field corn uses in the corn belt including the separate refuge for 89034 x
88017.

(1) Pyramids can reduce the need for large refuges. Monsanto has proposed that a 5%
structured refuge, rather than the current 20% structured refuge, be used with the field
corn uses of MON 89034. However, Monsanto's data and modeling do not support a
5% structured refuge for MON 83034 for field corn uses in the Corn Belt. A 20%
structured refuge requirement for field corn uses of MON 89034 in the Corn Belt can be
supported at the present time.

(2) MON 83034 field corn use in cotton-growing areas. A 20% non-Bt corn refuge for
MON 89034 in the southern cotton-growing areas would be sufficient to manage the risk
of resistance evolution to Bt corn and Bt cotton products assuming there is no ¢ross-
resistance. Refer to sections (3) and {4) below.

The following data deficiencies must be addressed post-registration to support a
conditional registration with the above mentioned revised 20% non-Bt IRM refuges and no
popcorn use sites.

PATA REQUIRED POST-REGISTRATION WITH REVISED IRM REFUGES

(1) For event MON 89034 corn and event MON 89034 x MON 88017 corn, an
independent lab validation of the analytical method for the detection of Cry2Ab2 and/or
Cry1A.105 is needed.

(2) Ereshwater aquatic invertebrates for MON 89034 (MRID 469514-17)

The Daphnia magna study is unacceptable because the 48 hour test duration is not
sufficient to show mortality for Bt toxins. It takes more than 48 hours for the target pests
to succumb to the Cry proteins therefore 48 hours is also too short to show mortality to
Daphnia. A 21 day daphnia study, as ouilined in the OPPTS Microbial Test Guidelines,
needs to be performed. The study may be submitted as a condition of registration.

{(3) Monsanto did not address the likelihood of cross-resistance of Cry1A.105, Cry1Ac,
Cry1Fa, proteins already in existing Bt corn and Bt cotton products, and what impact
such cross-resistance would have on the durability of MON 89034. Monsanto must
provide additional information on cross-resistance of Cry1A.105 and Cry1Fa and Cry1Ac
{preferably including binding site models and use of resistant colonies) for the target
pests and determine how such cross-resistance may impact the durability of MON
89034. The Cry1A.105 protein is a chimeric protein consisting of Domains | and If and
the C-terminus of Cry1Ac and Domain il of CrytFa. It is important to address not only
the likelihood of cross-resistance potential of Cry1A.105 and Cry1Ab and, similarly,
Cry1A.105 and Cry2Ab2 (which was done by Monsanto), but also that of Cry1A.105 and
CrytAc and CrytFa.

(4} Monsanto did not sufficiently address the cross-resistance of Cry1A.105, Cry1Fa,
and Cry1Ac in the cotton-growing landscape and how cross-resistance may impact the
durability of MON 839034. Should cross-resistance be of concern then the durability of



-
3

MON 89034 in the southern cotton-growing areas might be compromised. Moensanto
needs to address this issue in subsequent simulation modeling.

{5) Monsanto is reminded that to support the sweet corn use site, a grower guide must
be distributed to all customers using seed containing the plan-incorporated protectant
that wilt include instructions and recommendations regarding product use, insect
resistance management and integrated pest management. The following information
regarding commercial productions must be included in the Grower guide:

« Crop destruction must eccur no later than 30 days following harvest, but
preferably within 14 days.

« The affowed crop destruction methods are rotary mowing, discing, or plow-down.
Crop-destruction methods should destroy any surviving resistant insects.

ff Monsanto chooses to register their products with a 5% structured refuge the foliowing
additional data are required.

DATA REQUIRED TO SUPPORT MON 89034 FIELD CORN USES IN THE CORN
BELT WITH A 6% STRUCTURED REFUGE:

Mensanto must address the uncertainties in the dose determination for ECB, SWCB,
CEW, FAW (8S and RS mortality}, cross-resistance fikelihood of Cry1A.105, Cry1Ac,
and Cry1Fa and its impact on the durability of MON 89034, and limitations of the
simufation modeling. Please also refer to the enclosed review for a full discussion of
BPPD's analysis of the IRM plan for MON 89034.

a) Dose determination. Monsanto relies on the Roush (1998} model to support the
need for a 5% structured refuge rather than a 20% structured refuge in the Corn Belt.
Roush’'s modef (1998; Figure 2) indicates that a 5% structured refuge is equal to or
greater than a 20% structured refuge for a highly effective, high dose singfe-gene
product when a two-gene product (MON 89034 in this case) achieves at least 95%
control of susceptible homozygotes and 70% control of heterozygotes assuming there is
no cross-resistance. The dose information provided by Monsanto is not sufficient to
demonstrate that each protein will Kill 95% of the homozygous susceptible insects and
70% of the heterozygotes. BPPD recommends that Monsanto further investigate
whether MON 89034 consistently has high mortality of susceptible homozygotes (>95%)
and whether the heterozygote mortality is at least 70% for MON 89034 against the target
pests (for the Corn Belt — ECB and SWCB). The 1998 SAP suggested several ways to
estimate mortality for less susceptible larvae (i.e. heterozygotes) (EPA 1998). These
techniques included testing larger, later instar larvae that may be less susceptible.

b) Cross Resistance. Additional information is needed on cross-resistance of
Cry1A.105 and CrytFa and Cry1Ac (including binding site models and use of resistant
colonies) for the target pests and a determination of how such cross-resistance may
impact the durability of MON 89034. The Cry1A.105 protein is a chimeric protein
consisting of Domains fand If and the C-terminus of Cry1Ac and Domain It of CryiFa. ft
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is important to address not only the likelihood of cross-resistance potential of Cry1A.105
and CryTAb and, similarly, Cry1A.105 and Cry2Ab2 (which was done by Monsanto), but
also that of Cry1A.105 and CrytAc and CryiFa.

¢) Modeling. Additional species-specific (e.g, ECB and SWCB for the Corn Belt),
spatially-expficit, landscape modeling is needed to explore the durability of MON 89034
versus single-protein Bt corn products. Modeling should consider the impact of other Bt
proteins in the landscape that may confer some cross-resistance (to Cry1A. t05, in
particular) and how such cross-resistance would impact the durability of MON 89034 in
the Corn Belt (i.e., the use of simulation modeling). This is analogous to the species-
specific simulation modeling that EPA required Monsanto do to support the use of .
naturai refuge (instead of a structured refuge) for management of H. virescens and H.
zea to the Cry tAc and Cry2Ab2 proteins expressed in Boligard Il cotton.

If you do not modify your refuge proposals as described above, the application will be
deemed deficient. _

Pursuant to 40 CFR 152.105, you are allowed 75 days from the date of this letter to
provide a response concerning the deficiencies listed in this letter. Your response may include
making corrections or additions to complete the application, or notifying the Agency of the date
on which you expect to complete the application, or withdrawing your application. if you do not
respond to this letter within 75 days or if you respond with a date on which you expect to
complete the application but fail to meet that scheduled date, the Agency will freat the
application as if you had withdrawn it. Withdrawal concludes the Agency's review of your
application. Any subsequent submission of the same application must then be submitted as a
new application with a new deadline for responding and subject to a new registration service
fee.

Based on the content and timing of your response, the PRIA date for these applications
may need to be renegotiatied. Please contact Susanne Cerrelli of my staff at (703) 308-8077
should you have any questions or wish to schedule a meeting.

Sincerely,

eryl Reifly, Chief®
Microbial Pesticides Branch
Biopesticides and Pollution
Prevention Division (7511P)

R



Sharfene To Alan Reynolds/DC/USEPA/US@EPA, Susanne
(s Matten/DC/USEPANS CerrelliiDC/USERPA/US@EPA

07/2312007 02:50 PM cc

bee

Subject Attachments: MON 89034: IRM and Benefits studies plus
comments on Public tnterest Finding, sweet corn and
popPCorn uses

Forgot the attachment, SRM

Sharlene R. Matten, Ph.D.
Biologist

USEPA/OPP/BPPD (7511P)
1200 Pennsylvania Ave., NW
Washington D.C. 20460
703-605-0514

-----Forwarded by Sharlene MattervDC/USEPA/US on 07/23/2007 02:51PM -

To: Susanne CerrellyDC/USEPA/US@EPA, Alan Reynolds/DC/USEPA/US@EPA

Feem: Sharlene Matten/DC/USEPA/US

Date:; 07/23/2007 02:46PM

Subject: MON 89034: IRM and Benefits studies plus comments on Public Interest Finding,
sweet corn and popcorn uses

Susanne -- | extracted, from an eadier table you sent to me, all of the IRM and efficacy and
insect spectrum studies that Alan and ] are reviewing. We are doing the IRM Plan review
together. | am doing all of the efficacy and insect spectrum studies. | did not have all of the
Submission information in all cases,

[ do not have any document that would be used to make a Public Interest Finding should
there be a conditional registrationunder 3(c}7{C}. | would not assume that registration of
MON 83034 will be an unconditional 3(c)5 registration; therefore, we need to make a Public
Interest Finding and have a document from Monsanto that gives us the appropriate
information to make such a finding.

In addition, we do not have sufficient information {expression and activity) to complete an
(RM assessment for sweet corn. We have no information on popcorn. My recommendation
is that Monsanto withdrawal both the sweet corn and popcorn uses until such information
can be generated and submitted to EPA to support these uses

Sharlene
Sharlene R. Matten, Ph.D.
Biologist

USEPA/OPP/BPPD (7511P)
1200 Pennsylvania Ave., NW
Washington D.C. 20460
703-605-0514

2l

IRk and Bénefﬂ studies.doc




MONSANTO

ElONSANTO DNIPAT,
Natadia N. Bogdanova, D.V.M,
Regulatary Affairs Manager
f314)-694-3143

Hoo NoRrTH LINOBERGH Stvo
51, Lowus, Missour: dudy
hitpr/ /wewve monsanto.com

May 25, 2007

Document Processing Desk (PETN) \ *
Office of Pesticide Programs (7504C) P!
U.8. Environmental Protection Agency _ E
One Potomac Yard s
2777 S. Crystal Drive .
Arlington, VA 22202-4501 Caay

Attn:  Dr. Sheryl Reilly, Team Leader 92 E
Subject: Response to questions from EPA regarding insect-protected corn MON 89034
EPA File Symbol 524-LTL

Dear Dr. Reilly:

This letter is in -response to the Agency's request from May 16, 2007 to address questions
pertaining.to Monsanto's application for the registration of the plant-incorporated protectant
Bacillus thuringiensis (Bt} Cry1A.105 and Cry2Ab2 proteins and the genetic material necessary
for their production in com product MON 89034.

Responses to the Agency's questions are included in Volume 2 of this submission. This

submission includes documents that have been classified as “A’- non-confidential documents that
can be released to the public. A pdf file is included.

Volume Document Category | Hard pdf. file for
copy E-docket

N/A Cover Letter A N v

N/A Transmittal Document A y N

i Administrative  Materials for Submission of A \f N

Responses to EPA Questions Regarding Application
524-LTL to Register Insect-protected Corn MON
39034 (MRID 46951400)

2 Responses to EPA Questions Regarding Application A N v
524-LTL to Register Insect-protected Corn MON
89034 (MRID 46951400) B




Page 2 of 2

Dr. S. Reilly
May 11, 2006

Should you require any additional information regarding this submission please feel free to
contact Dr. Russell Schneider in our Washington office (202-383-2866) or me directly (314-694-

3143),

Sincerely, e

Natalia N. Bogdanova, D.V.M.

Mike Mendelsohn, EPA/OPP/BPPD
Russell Schneider, Monsanto
Monsanto Regulatory Files

CcC:
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MONSANTO

TRANSMITTAL DOCUMENT

SUBMITTED BY
Monsanto Company cias
1300 I (Eye) Street, NW

Suite 450 Bast
Washington, DC 20005

REGULATORY ACTION IN SUPPORT OF WHICH
THIS DOCUMENT IS SUBMITTED

Administrative Materials for the Registration of Insect-protected Corn MON 89034 (EPA
File 524.LTL)

TRANSMITTAL DATE

May 25, 2007

MONSANTO REFERENCE No.

06-CR-172-4

Monsanto Company 06-CR-172E~4 Page I of 2 O
(7t



LIST OF SUBMITTED DOCUMENTS

Administrative Materials

Volume I.  Administrative Materials for the Response to EPA Questions Regarding * -
Application 524-LTL to Register Insect-protected Corn MON 89034
(MRID 46951428)
MRID Number Lol
Volume2.  Responses to EPA Questions Regarding Application 524-LTL to Reclstei'
Insect-protected Corn MON 89034 (MRID 46951428) :
MRID Number
Company Official: _*: - <~ ~ =~ oA = “ - May 25, 2007
Natalia N Bogdanova, D.V.M. Date

Regulatory Affairs Manager
(314) 694-3143

Company Name: Monsanto Company

Company Contact: Russell P. Schneider, Ph.D.

Director, Regulatory Affairs
(202) 383-2866

Monsanic Company 06-CR-172E-4 Page Z of 2



MONSANTO

Title
Administrative Materials for the Submission of Responses to EPA Questions Regarding
Application 524-LTL to Register Insect-protected Corn MON 89034
(MRID 46951428)

Author

Natalia N. Bogdanova, D.V.M.

Submission Date

May 25, 2007

Submitting Registrant
Monsanto Company
1300 I (Eye) Street, NW

Suite 450 East
Washington, DC 20005

Registrant Reference No.

06-CR-172-4

Volame 1 of 2

Monsante Company 06-CR-172-4 Page 1 of 7
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FPlease read insfructions on reverse beforg completing form.

Form Approved. OiME Mo, 2070-0060. Approval Expires 2-28-85

: : QFF Identifier
United States __j Registration Number
E _. Environmental Protection Agency D Amendment
Washington, DC 20460 N
K Other
Application for Pesticide — Section |
1. CompanytProduct Number 2. EPA Product Manager 3. Proposed Classification
File Symbol 524-[,TL Sheryl Reilly

Company/Product {(Name} PM# N Restricted

MON 89034 92 X ane [ restice

5. Mame and Address of Applicant {include ZiF Code)
Monsanto Company
13001 (Eye) Street, N.W., Suite 450 East
Washington, DC 20005

D Check if this is a new address

6. Expedited Review. Inaccordance with FIFRA Section 3{c){3)(B)(i). my

praducl is similar or identical in composition and labeling to-
EPA Reg. No.

Product Name

Sect

ion — i

D Amendment — Explain below.
D Resupmission in responsa to Agancy tetter dated
j Nofification ~ Explain below.

D Final printed labels in response to
Agency letter dated

D ‘Me Too" Application,

N - :
M Olher - Explain below.

Explanation: Use additional page(s) if necessary. (For Seclion | and Section 11.)
Submission of responses te EPA questions regarding application to register insect-protected corn MON 89034

Section ~ i

1. Material This Product Witl Be Packaged In:

Child-Resistant Packaging Linit Packaging

: Yes Yes
D No D No

*

Water Soluble Packaging 2. Type of Container
D Metal

D :es D Plastic
¢ D Glass

* Certification must I “Yes” No. per i “Yes” No. per ] Paper
be submitied Unit Packaging wgt. Container Package wat. Container
Other
{Specify}
3. Localion of Net Contents Information 4. Size(s) Retail Container 5. Location of Labe! Direclions

D Label D Container

] ontavel
D On Labeling accompanying product

o. Manner in Which Label is Affixed to Product ] Lithograph ] other
Paper glued

D Stenciled

Section ~- IV

t. Cantact Point {Compiefe fems direclly betfow for identiffcation of Individual fo be confacled, if necessary, fo process this application.)

Name Title Telephane No. {inctude Area Code)
Russell P. Schaeider Director, Regulatory Affairs (202) 383-2866
Certification 6. Date Application

I certify that the statements I have made on this form and aif attachments theretfo are frue, accurafe and complafe.
I acknowledge that any knowingly faise or misleading statement may be punishable by fine or imprisonment or

both under applicable faw.

Received

(Stamped)

2. Signature

3. Title

Regulatory Affairs Manager

45, 'i;ypz;d Name ‘
Natalia N. Bogdanova Tel. (314) 694-3143

5. Date

May 25, 2007

" "EPA Form 85701 {Rev. 3-94) Previous editions are obsolete.

Monsanto Company

White - EPA File Copy {original}  Yellow - Applicant Copy

06-CR-172-3 Page 4 of 7




E p& UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S. W.
WASHINGTON, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this enllection of information is estimated to average 1.25 hours per response for
registration and 0.25 hours per response for reregistration and special review activities, including time for reading the instructions and compieting the
necessary forms. Send comments regarding burden estimate or any other aspect of this collection of information, including suggestions for reducing the
burden to Director, OPPE information Management Division (2137), U.S. Environmental Protection Agency, 401 M Street. 5.W., Washington DC, 20460.
Do not send the completed form {o this address.

Certification with Respect to Citation of Data

Applicant's/Registrant's Name, Address, and Telephone Number: EPA Registration Mumber / File Symbot:
Monsanto Company, 1300 [ {(Eye) Street, N.W., Washington, DC 2005 {202) 383-2866 | 524-LTL

Active Ingredient{s) and/or representative test compound(s). Bf Cry1A.105 and Cry2ZAbZ proteins Date:

and the genetic material {vector ZMIR245} necessary for its production in MON 88034, May 25, 2007

General Use Pattem(s} (list alil those claimed for this product using 40 CFR Part 158: Product Name:

Terrestrial field crop MON 85034

NOTE: if your product is a 100% repackaging of another purchased EPA-registered product labeted for ali the same uses on your iabel, you do not
need to submit this form. You must submit the Formutator's Exemption Statement {EFA Form 8570-27).

D { am responding to a Data-Caii-in Notice, and have included with this form a list of companies sent offers of compensation {the Data Matrix form
] shauid be used for this purpose).

Section i: METHOD OF DATA SUPPORT (Check one method only)

{ am using the cite-all method of support, and have included with { am using the selective method of support (or cite-ait option under
D this forrn a list of companies sent offers of compensation {the M the selective method), and have included with this form a
Data Matrix Form should be used for this purpose). 5 completed list of data reguirements {the Data Matrix form must be
used).

Section Il: GENERAL OFFER TO PAY

[IRequired if using the cite-all method or when using the cite-all oplion under the setective method to satisfy one or more data requirementst
[:I { hereby offer and agree to pay compensation, to other persons, with regard to the approvat of this appiication, to the extent reguired by FIFRA.

Section lil: CERTIFICATION

{ certify that this application for registration, this form for reregistration, or this Data-Cali-In response is supported by all data submitted or cited in
the appiication for registration, the form for registration, or the Data-Call-in response. in addition, if the cite-all option or cite-ail option under the selective
method is indicated in Section 1, this appilication is supported by ail data in the Agency’s files that {1} concem the properties or effects of this product or
an identical or substantiaily similar product, one or more of the ingredients in this product; and {2)1s a type of data that wouid be required to be submitted
under the data requirements in effect on the dale of approvai of this application if the appiication sought the initial registration of a product of identicai or
i similar composition and uses.

t certify that for each exciusive use study cited in support of this registration or reregistration, that { am the original data submitter or that | have
obtained the written permission of the originai data submitter to cite that study,

{ certify that for each study Gited in support of this registration or reregistration that is not an exclusive use study, either: {2} { am the originai data
submitter; (b} | have obtained the permission of the original data submitter to use the study in support of this application; {s) ail pericds of eligibitity for
compensation have expired for the study. (d} the study 15 in the pubiic iterature; (e} | have notified in wriling the company that submitted the study and
have pifered (i} to pay compensation to the extent required by sections 3(c){1){F} andfor 3(c){2)(B) of FIFRA; and {if) tv commence negoliations to
determine the amount and terms of compensgation, if any, to be paid for the use of the study.

{ certify that in all instances where an offer of compensation is required, copies of ail offers to pay compensation and evidence of their defivery in
aceordance with sections 3{c){1){F} and/or 3{cH2}(B) of FIFRA are available and will be submitted to the Agency upon request, Should | fail to produce
such evidence to the Agency upon reguest, | understand that the Agency may initiate action to deny, cancet or sugpend the registration of my product in
conformity with FIFRA,

t certify that the statements t have made on this form and all attachments to it are true, accurate, and complete. acknowtedge that any
knowingiy false of misleading statement may be punishable by fine or imprisonment of both under the applicable jaw.

Signature Date Typed or Printed Name and Titie

/ - R May 25, 2007 Natalia N. Bogdanova, D.V.M.
Regulatory Affairs Manager

EPA Form 8570-34 (8-07} Electronic and Paper Versions availabie. Submit only Paper version.

Monsanto Company 06-CR-172-4 Page 5 of@
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<EPA

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

4011 M Street, S.W.
Washington, D.C. 20460

Form Approved OME No. 2070-0080

Paperwork Reduction Act Notice: The public reéporfing burden for this collection of information is eslimated to average 0.25 hours per response for registration activities and 0.25 hours per
rasponse fof reragistration and special review aclivities, including time for reading the inslructions and completing the necessary forms. Send commenls regarding the burden estimate or any
ottter aspect of this collection of informalion, in¢luding suggestions for reducing the burden to: Director, OPPE Information Management Division {2137}, U.S. Environmental Protection Agency,
401 M Street, S.W., Washington, DC 20460. D6 not send the form to this address.

DATA MATRIX

Regulatory Affairs Manager

Date: May 25, 2007 EPA Reg. No./File Symbol: 524-LTL Page tof |
Applicant's/Registrant's Name & Address:
Monsaitto Company, 1300 [ {Eye} Street, N.W., Suite 450 East, Washington, D.C. 20005 Product: MON 89034
Ingredient  Bacillps thuringlensis CrylA. 105 and Cry2Ab2 and the genetic material necessary for their production (vector ZMIR245) in MON §9034
Guideline Reference Number Guidegling Study Name MRID Number Submilter Status Note
Volune 1. Admidstrative Materrals for the
Submission of Responses to EPA Questions
Regarding Application 524-LTL to Register
Insect-protected Corn MON 8§9034(MRID
46951428} ‘ o
Monsanlo Company OWN This Subruissian
Volune 2. Responses to EPA Questions
Regarding Application 324-LTL to Register
Insect-protected Corn MON 89034 (MRID
46951428) ) o
Momsamo Conmypanty OWN This Submtigsion
Signatare o - Name aud Title Date
P - . Natalia N. Bogdanova, D. V.M. May 25, 2007

EPA Form 8570-35 {9-87) Electronic and P aper versions availablge. Submit only P aper version.

Monsaito Comparny

06-CR-172-4

Page 6 of 7

Agency Internal Use Copy




P Form Approved OMB No. 2070-0060
E PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
LY 4
401 M Street, S.W.
Washington, D.C. 20460

Paperwork Reduction Act Notice: The pubtic reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 howrs per
response for reregistration and special review activilies, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any
other aspect of this coltection of information, including suggestions for reducing the burden tor Director, OPPE Information Management Divisfon {2137), U.S. Environmental Protection Agency,
401 M Street, S.W., Washington, DC 20460, Do not send the form to this address.

DATA MATRIX

Date: May 25, 2007 EPA Reg. No./File Symbol: 524-1TL Page [ of |
Appticant'sfRegistrant's Name & Address:
Monsanto Company, 13001 (Eye) Street, N.W., Suite 450 East, Washington, D.C. 20005 Proguct:  MON 89034
tngredient Beeilins thuringiensis Cryl A 105 and Cry2Ab2 proteins and the genetic material necessary for their production {vectors ZMIR245) in MON 80034
|Guideline Reference Number Guideline Study Nama MRID Number Submitter Status Note
Monsanlo Company OWHN “[his Subimission
Monsanlo Company OWN This Submission
_ Signatuee Name and Title Date
' P o e e Natalia N. Bogdanova, D.V.M. May 25, 2007
Lo ’ Co Regulatory Affairs Manager
EPA Form 8570-35 (8-87) Electronic and Paper versions available. Submit only Paper version. Pubtic Fite Copy

™
& Mousanto Comyrany T 06-CR-172-4 Page7 of 7



"SCHNEIDER, To Mike Mendelsohn/DC/USEPAUS@EPA, Susanne
RUSSELL P [AG/1820]" Cerrell/DC/USEPA/US@EPA

<russell.p.schneider@m cc Sheryl Reilly/DC/USERPA/US@EPA
onsanio.com>

05/14/2008 04:17 PM

bee

Subject CFIA discussion

Mike/Susanne,

Please accept this emall as Monganto's agreement for BPA to discuss
the

registration of MON 89034 insect protected corn with CFIA. I am
sure

you will hear questions about the data Monsanto provided and that
YOu

have reviewed to support the request for the 5% refuge in corn, and
your

plans for the monitoring of insect resistance, monitoring plans,
compliance, “ete. In particular I think it is important that you
remind

CFIA of the differences in insect populations, overwintering,
longevity,

etc. An example of the kind of discussion you may anticipate is
provided below.

Overall, the selection for Bt resistance and the registance risk in
lepidopteran corn pests is significantly lower in Canada than US
bacause:

* most of these pest species cannot overwinter in Canada
* these species generally go through fewer generations on
corn

each yvear in Canada than the US, and

pest populations are typically smaller in Canada than
the us
largely because of the first two factors.

In Canada, particularly because of overwintering
temperatures,
the focus for IRM is on European corn borer, while southwestern corn
borer, corn earworm and fall armyworm also must be considered in the
Us.

0f all the corn pest Lepidoptera, the level of control provided by

bath

proteins in MON 89034 is by far the highest for European corn borer
{exceeding a "high dose" in both cases), and therefore the amount of
refuge required for this Dest iz least. This means that the
selection

of 5% refuge is highly conservative for Canada.

Russ

This e-mail message may contain privileged and/or confidential

(2>



MONSANTO

fheas

Natalia N. Bogdanova, D.V.M.

Regu!awry Affatirs Mavager oo NorTH LINDSERGH BivD

(37d)-694-3743 5T, Lows, WISsous and7
Rttp: / feevny MONSERT0.cOM

May 11, 2007

Document Processing Desk (PETN)
Office of Pesticide Programs (7504C)
U.S. Environmental Protection Agency
One Potomac Yard

2777 S. Crystal Drive

Arlington, VA 22202-4501

Attn:  Dr. Sheryl Reilly, Team Leader 92

Subject: Response to questions from EPA for insect-protected corn MON 89034 aiid MON
89034 x MON 88017 and supplemental information for MRIDs 46951302,
46951303, 46951402, and 46951403

EPA Petition Numbers 657142 and 657143
EPA File Symbols: 524-LTA and 524-LTL

Dear Dr. Reilly:

This letter is in response to the Agency's request from April 23, 2007 to address questions

pertaining to Monsanto's application for the registration of the plant-incorporated protectant ‘

Bacillus thuringiensis (Bt) Cryl1A.105 and Cry2Ab2 proteins and the genetic material necessary
for their production in corn products MON 89034 and MON 89034 x MON 88017.

Responses to the Agency’s questions are included in volume 2 of this submission. Supplemental
information requested by the Agency for MRIDs 46951302, 46951303, 46951402, and 469§f3i‘)8
1s provided in volumes 3-6. This submission includes documents that have been clasmﬁeé 25
*A’- non-confidential documents that can be released to the public, or ‘B’ - data subj ect w0 tHe
provisions of FIFRA Section 10(g) and therefore protected from disclosure tD niu;uuatlonzﬂ or
foreign pesticide producers. A pdf file of documents classified as “A’ is includeg v7ith this Tetter.
Volumes 3 - 6 contam Standard Operatmc Procedures used 1n stucdhies that were submlltaéa M
hecause the methods descnbed are components of an overall process estabhshed after YF'a.laS) of
refinement to most efficiently and effectively generaie data on products for regulatosy and
discovery work. . s

b
ER



Dr. . Reilly Page 2 0f 2
May t1, 2006

Volume Docament Category | Hard | pdf file for
copy E-docket

N/A Cover Leiter A N v

1 Administrative ~ Materials  for  Supplemental A N N

Information to Address EPA Questions Regarding
Applications 524-LTL. and 524-LTA to Register
Insect-protected Corn MON 89034 and MON 89034 x
MON 88017 (MRID 46951400 and 46951300)

2 Responses to EPA Questions Regarding Applications A " N
524-1.TL and 524-LTA to Register Insect-protected
Corn MON 89034 and MON 89034 x MON 88017
(MRID) 46951400 and 46951300}

3 Supplemental Information for MRII) No. 46951302 B N
"Confirmation of the Integrity of Corn MON 89034 x
MON 88017 by Southern Blot Analysis”

4 Supplemental Information for MRID No. 46951402 B N
"Amended Report for MSI.-20072: Molecular
Analysis of Corn MON 89034"

5 Supplemental Information for MRID No. 46951303 B N
"Assessment of the Cry1A.105, Cry2Ab2, Cry3Bbl,
and CP4 EPSPS Protein Levels in Selected Tissues of
Insect-protected Corn MON 89034 x MON 88017
Produaced in 2005 U.8. Field Trials”

6 Supplemental Information for MRID No. 46951403 B N
"Assessment of the Cry1A.105 and Cry2Ab2 Protein
Levels in Tissues of sect-protected Corn MON
89034 Produced n 2005 U.S, Field Trials”

Should you require any additional information regarding this submission please feel free to
contact Dr. Russell Schneider in our Washington office (202-383-2866) or me directly (314-694-
3143).

Sineerely, e R

-

Natalia N. Bogdanova, D.V.M.

ce! Mike Mendelsohn, EPA/OPP/BPPD e
Russell Schneider, Monsanto :
Monsanto Regulatory Files



MONSANTO {3}

TRANSMITTAL DOCUMENT

SUBMITTED BY
Monsanto Company
1300 I (Eye) Street, NW

Suite 450 East
Washington, DC 20005

REGULATORY ACTION IN SUPPORT OF WHICH
THIS DOCUMENT IS SUBMITTED

Administrative Materials for the Registration of Insect-protected Corn MON 89034 and
MON 89034 x MON 88017 (EPA File 524-L.TA and 524-L.TL)

TRANSMITTAL DATE i

May 11, 2007 s
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MONSANTO REFERENCE No. N ’

06-CR-172-3

06-CR-172E-3 Page 1 of 3

Monsanto Company



LIST OF SUBMITTED DOCUMENTS

Administrative Materials

VYolume 1.

Yolume 2.

VYolume 3.

VYolume 4.

Veolume 5.

Administrative Materials for Supplemental Information to Address EPA
Questions Regarding Applications 524-LTL and 524-LTA to Register
Insect-protected Corn MON 89034 and MON 89034 x MON 88017
(MRID 46951400 and 46951300)

MRID Number

Responses to EPA Questions Regarding Applications 524-LTL and 524-
LTA to Register Insect-protected Corn MON 89034 and MON 89034 x
MON 88017 (MRID 46951400 and 46951300)

MRID Number

Supplemental Information for MRID No. 46951302 "Confirmation of the
Integrity of Corn MON 89034 x MON 88017 by Southern Blot Analysis"

MRID Number

Supplemental Information for MRID No. 46951402 "Amended Report for
MSL-20072: Molecular Analysis of Corn MON 89034"

MRID Number Ciass

w
w o

Supplemental Information for MRID No. 46951303 "Asses’s;rh’eift of the a
CrylA.105, Cry2Ab2, Cry3Bbl, and CP4 EPSPS Protein Levelsin o
Selected Tissues of Insect-protected Corn MON 89034 x MON 88017 .

Produced in 2005 U.S. Field Trials" e

[ NI

MRID Number

Monsanlo Company 06-CR-172E-3 Page 2 of 3



Volume 6.  Supplemental Information for MRID No. 46951403 "Assessment of the
CrylA.105 and Cry2Ab2 Protein Levels in Tissues of Insect-protected
Corn MON 89034 Produced in 2005 U.S. Field Trials”

MRID Number

Company Official:

Company Name:

Company Contact:

Monsanto Company

piAats ! @@W May 11, 2007

Natalia N Bogdanova, D.V.M. Date
Regulatory Affairs Manager
(314) 694-3143

Monsanto Company

Russell P. Schneider, Ph.D.
Director, Regulatory Affajrs
(202) 383-2866

06-CR-172E-3 Page 3 of 3



MONSANTO |¥|

VOLUME 1

Administrative Materials for Supplemental Information to Address EPA Questions
Regarding Applications 524-LTL and 524-L.TA to Register Insect-protected Corn

MON 89034 and MON 89034 x MON 88017

(MRID 46951400 and 46951300)

AUTHOR

Natalia N. Bogdanova, D.V.M.
Regulatory Affairs Manager

SUBMISSION DATE

May 9, 2007

SUBMITTING REGISTRANT

Monsanto Company
13001 (Eye) Street, NW
Suite 450 East
Washington, DC 20005

MONSANTO REFERENCE Ne.

06-CR-172-3

Monsanto Company 06-CR-172-3

fai s,

Fr iy

Page 1 of 9



VOLUME 1

TABLE OF CONTENTS
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ADMINISTRATIVE MATERIALS

Application to Register (Form 8570-1)
Certification with Respect to Citation of Data (Form §570-34)

Data Matrix (Form 8570-35)
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Flease read instruclions on reverse before completing form.

Form Approved. OMB No. 2070-0060. Approval Expires 2-28-85

United Slates

SEPA

Environmental Protection Agency
Washington, DC 20460

m Registration
Amendment

[ ]
D Other

OPP ldentifier
Number

Application for Pesticide — Section |

t. Company/Product Number 2. EPA Product Manager
File Symbol 524-LTL and 524-L.TA Sheryl Reilly
Company/Product (Name) Pt #
MON 89034 and MON 89034 x MON 88017 92

3. Proposed Classification

None I:l Restricted

5. Name and Address of Applicant (Include ZIF Code}
Monsanto Comgpany
1300 I (Eye) Street, N.W., Suite 450 East
Washington, DC 20005

I:I Check if this is a new address

EPA Reg. No.

6. Expedited Review. In accordance with FIFRA Section 3(cY(3)(B} (1}, my
product is similar or identical in composition and iabeiing to:

Product Name

Section -]

]
]
b

Amendment — Expiain below,
Resubmission In response to Agency letter dated

Notification - Explain beiow.

L]
L]

=

Final printed labels in response to
Agency letter dated

“Me Too" Application,

Cther — Explain below.

Explanation: Use additional page(s) if necessary. (For Section | and Section 11.)
Submission of supplemental information for MRIDs 46951300, 46951302, 46951303, 46951400, 46951402, and 46951403 ,

to facilitate review of studies submtitted for the registration of MON 89034 and MON 89034 x MON 88017.

Section - Il

. Material This Product Will Be Packaged In:

—nild-Resistan] Packaging Unit Packaging

Water Soluble Packaging

D Metal

[:l Plastic
[:l Giass

Yes* Yes Yes
[ L [ e
* Certification must i “Yes" No. per if"Yes" No. per
bea submitted Unit Packaging wgt. Container Package wat. Container

[:l Paper
[:l Other

{Specily)

2. Type of Container

A Location of Net Conterds information

_—_i Label [:l Container

4. Size(s} Retaii Confainer

5. Location of Labe] Directions

[:l Cn Label

[:l On Labeling accompanying product

6. Manner in Which Label is Affixed to Product

[:l Lithograph

Paper glued

[ ] stencited

(] other

Ry
B

]

FEE S

e

Section - IV

K

£l
iz B

1, Contact Point (Complele ftems directly below for identification of individuat fo be contacted, if necessary, fo process /iy aggp)'.-’cah‘on.)

E

Name Titie

Russell P. Schneider

* | Tefephone No, (include Area Code)

Director, Regulatory Affairs N _’ (202) 38322866

Certification

ERER

1 certify thal the statements | have made on this form and all atfachments therelo are true, accurate and comprete'} P
{ acknowledge that any knowingly fatse or misieading stalement may be punishable by fine or imprisonment or '

bolh under applicabte faw.

2. Signature 3. Titie

W”‘/%/MW"*

Regulatory Affairs Manager

; Typed Name

Natalia N. Bogdanova Tel. (314) 694-3143

5. Date

May 9, 2007

E

3(:1.'a Dale Application
, Received

; j(;‘itamped)

H
iow
£

EPA Form 8570-1 (Rev. 3-94) Previous editions are cbsofete.

Meonsanto Company

White - EPA File Copy (original)

06-CR-172-3

Page 4 of 9

Yellow - Applicant Copy




& UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
WE PA 401 M Street, S. W.
WASHINGTON, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 1.25 hours per response for
registration and 0.25 hours per response for reregistration and special review activities, including time for reading the instructions and comoleting the
necessary forms. Send comments regarding burden estimate or any other aspect of this collection of information, including suggestions for reducing the
burden to Direcior, OPPE Information Management Division (2137), U.8. Environmental Protection Agency, 401 M Street, S.W., Washington DG, 20460.
Do not send the completed form to this address.

Certification with Respect to Citation of Data

Applicant's/Registrant's Name, Address, and Telephone Number: EPA Registration Number / File Symbot:
Monsante Company, 1300 1 (Eve) Street, N.W., Washington, DC 2005 (202) 383-2866 | 524-LTL and 524-LTA

Active Ingredient(s} andfor representative test compound(s): 8.t Cry1A.105, Cry24h2, and Cry3Bbt | Date:
and the genetic material (vectors ZMIR245 and ZMIR39) necessary for their production in MON May 9, 2007
86034 and MON 88017, i

Genera! Use Pattern(s) (list all those claimed for this product using 40 CFR Par 158: Product Name:
Terrestrial field crop MON 89034 and
MON 89034 x MON 88017

NOTE: If your product iz a t00% repackaging of another purchased EPA-registered product tabeled for all the same uses on your label, you do not
need to submit this form.You must submit the Formulator's Exemption Statement {EPA Form 8570-27).

I:' | am responding {0 a Data-Cali-in Notice, and have included with this form a list of companies sent offers of compensation (the Data Matrix form
should be used for this purpose).

Section |1 METHOD OF DATA SUPPORT {Check one method only)

t am using the cite-all method of support, and have inctuded with | am using the sefective method of support (or cite-all option under
I:' this form a list of companies sent offers of compensation {the the selective method), and have included with this form a
Data Matrix Form shoutd be used for this purpose). completed list of data requirements (the Data Matrix form must be
used).

Section [l GENERAL OFFER TO PAY

{Required if using the cite-all method or when using the cite-all option under the selective method to satisfy one or more data requirements]
I:' | hereby offer and agree to pay compensation, to other persons, with regard to the approval of this application, to the extent required by FIFRA.

Section [lIl: CERTIFICATION

| certify that this application for registration, this form for reregistration, or this Oata-Call-In response is supported by all data submitted or cited in
the application for registration, the form for reqistration, or the Data-Call-In response. In addition, if the cite-all option or cite-alf option under the selactive
method is indicated in Section 1, this application is supported by all data in the Agency's fites that {1} concern the properties or effects of this product or
an identical or substantizlly similar product, one or more of the ingredients in this product; and (2} is a type of data that would be required fo be submitted
under the data requirements in effect on the date of approval of this application if the application sought the initial registration of a product of identical or
similar composition and uses.

| certify that for each exclusive use study cited in support of this registration or reregistration, that | am the original data submntte? or that | have

obtained the writtan permission ofthe original data submitter to cite that study.
x FE o

| certify that for each study cited in support of this registration or reregistration that is not an exclusive use study, either: (a%hdm ihe original data
submitter; (b) | have obtained the permission of the onglnal data submitter to use the study in support of this app. Wication; (¢) all perieds of eligibility for
compensation have expired for the study; (d} the study is in the public literature; (e} | have notified in writing the compardy that submitted the study and
have offered (i) to pay compensation to the extent required by sections 3{€){(1)(F) and/or 3(CH2)B) of FIFRA:. and fii} to commenze negotiations to
determine the amount and terms of compensation, if any, to be paid for the use of the study. N

tE LJ:;

| certify that in all instances where an offer of compensation is required, copies of all offers o pay compensationi and evidorcaof their delivery in
accardance with sections 3(c)(1)(F) and/or 3(c){2)(B) of FIFRA are available and will be submitted to the Agency uaor ;equest. Should | fail to produce
such evidence to the Agency upon request, | understand that the Agency may initiate action to deny, cance! or suspend the reglstratlop of my product in
conformity with FIFRA. sas

{ certify that the statements [ have made on this form and all attachments to it are true, accurate, and complete. Iar‘lgnowIedge that any
knowingly faise of misleading statement may be punishable by fine or imprisonment of both under the appticable law. E o

-

Signature Date Typed or Printed Name and Title

MV{I/ o AL ///,/"’fﬁ”“ e May 9, 2007 Natalia N. Bogdanova, D.V.M.

Regulatory Affairs Manager

EPA Form 8570-34 (8-97) Electronic and Paper Versions available. Submit only Paper version.

Monsanto Company 06-CR-172-3 Page &C—_’j
{3




~ Form Approved OMB No. 2070-0060
VE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washington, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for (his collection of information is estimated to average 0.25 hours per response for registration activities and 8.25 hours per
response for reregistration and special review activilies, including Yme for reading the instructions and completing the necessary forms. Send comments regarding the burden estimale or any
other aspect of this colleclion of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division {2137), U.5. Environmentai Protection Agency,
401 M Slreet, 3.W., Washinglon, DC 20460. Do nol send the form to lhis address.

DATA MATRIX

Date: May 9, 2007 EPA Reg. No./File Symbal: §24-1.TA and 524-LTL | Page L of 2
Applicant's/Registrant's Name & Address:
Monsanto Company, 1300 1 (Eye) Street, N.W., Suite 450 East, Washingion, D.C. 20005 Product:  MON 89034 and MON 89034 x MON 88017

Ingredient  Bacillus thuringiensis CrylA.105, Cry2Ab2, and Cry3Bb] and the genetic material necessary for its production {vectors ZMIR245 and ZMIR39} in MON
89034 and MON 88017

Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note

Volume |. Administrative Materials for Supplemental
Information to Address EPA Questions Regarding
Applications 524-1TL. and 524-[.TA to Register Insecl-
protected Com MON 89034 and MON 82034 x MON
38017 (MRID 46951400 and 46951300} Monsanto Company QOWN This Submission

Volume 2. Responsc lo EPA Questions Regarding
Applications 524-1LTL and 524-LTA (o Register Insect-
prolecled Com MON 89034 and MON 89034 x MON
8807 (MRID 46951400 and 46951300) Monsanto Comgsny OWN This Submission

Volume 3. Supplemental Information Tor MRID Na.
46931302 "Confirmation of the Integrity of Cormn MON
885.1100 89034 x MON 88017 by Southem Blol Analysis" Monsanto Company OWN This Submizsion

Volume 4. Supplemental Informalion for MRID No.
46951402 "Amended Repon for MSL-20072: Molecular

885. 1100 Anatysis of Corm MON 89034 Monsanto Company OWN This Submission
Signature et _ Name_ and Title Date
P ‘%44;’/4: o7 /g/f’ﬁﬂw Natalia N. Bogdanova, D.V.M. | May 9, 2007
Y Regulatory Affairs Manager
EPA Form 8570-3%(9-97yEleclronic and Paper versions available, Submit only Paper version. Agency Internal Use Copy

k4
LI AR Iy
25 g

Monsanto Company 06-CR-172-3 Page 6 of 9
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SEPA

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.
Waghington, D.C. 20460

Form Approved OMB No. 2070-0060

Paperwork Reduction Act Notice: The public reporting burden for this colleclion of information is estmated to average 0.25 hours per response for registration activities and 0.25 hours per
response for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any
other aspect of this collection of information, including suggeslions for reducing the burden to: Direclor, OPPE Information Management Division (2137), U.S. Environmental Protection Agency,
401 M Streel, 8.W., Washington, DC 20460, Do not send the form to this address.

DATA MATRIX

Date: May 9, 2007

EPA Reg. No./File Symbol: 524-LTA and 524-LTL | Page 20f2

Applicant's/Registrant's Name & Address:
Monsanto Company, 1300 1 (Eye} Streef, N.W_, Suife 450 East, Washington, D.C. 20005

Producl:  MON 89034 and MON 89034 x MON 88017

Ingredient  Bacillus thrringfensis CrylA.105, Cry2Ab2, and Cry3Bbl1 and the genetic material necessary for its production (vectors ZMIR245 and ZMIR39) in MON
89034 and MON 88017

« ﬂﬁ’/ /’4’?{ / /g‘/ e

Regulatory Affairs Manager

Guideline Reference Number Guideline Siudy Name MRID Number Submitter Status Note

Yolume 3. Supplemental Information for MRID No.

46951303 "Assessment of the Cry! A.105, Cry2Ab2,

Cry3Bbi, and CP4 EPSPS Protein Levels in Selected

Tissues of Insect-protected Com MON 89034 x MON

88017 Prod i 8. lield Trials" . o
£85.1100 ¥ roduced in 2005 U.S. lield Trials Maonsanlo Company OWN This Submission

Volume 6. Supplemental Information for MRID No.

46951403 "Assessment of the Cry| A. 105 and Cry2Ab2

Protein Levels in Tissues of Insect-protecied Com MON
$85.1100 £9034 Produced in 2005 1.5, Field Tnials" Meonsanio Company OWN This Subniission
Signature Name and Title Date

Natalia N. Bogdanova, D.V.M. May 9, 2007

EPA Form” 8570 33 (8-97) Clectmmm and Eapbr yersions available. Submit only Paper version.

LR ™
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~ Form Approved OMB No, 2070-0060
wEPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washington, D.C. 20460

FPaperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration actlvitles and 0.25 hours per
response for reregistration and special review achivities, including time for reading the instructions and completing the necessary forrs. Send comments regarding the burden estimate or any
other aspect of this colleclion of information, including suggestions for reducing the burden to; Director, GPPE inforration Management Division (2137}, U.S. Environmental Protection Agency,
401 M Street, 5.W., Washington, DC 20460. Do not send the form to this address.

DATA MATRIX
Date: Jume 22, 2005 EPA Reg. No./File Symbol: 524-1.TA and 524-LTL Page 1 of 2
Applicant's/Registrant's Name & Address:
Monsanto Company, 1300 I (Eye) Street, N.W., Suite 450 East, Washington, D.C. 20003 Product: MON 892034 and MON 89034 x MON 88017

Ingredient Bacillus thuringiensis CrylA.105, Cry2Ab2, and Cry3Bbl and the genetic material necessary for their production (vectors ZMIR245 and ZMIR39} in
MON 89034 and MON 88017

Guideline Reference Number Guideline Study Name MRID Mumber Submitter Status Note
Monsanto Company OWN This Submission
Monsanlo Company OWN “this Submission
Monsanip Company OWN This Submission
iy Monsanlo Company QOWN This Submission
Signature " - / Name and Title Date
- . .
s i -W‘ﬂ—f-:w v / @/ﬁ‘ffj i Natalia N. Bogdanova, D.V.M. May 9, 2007
Regulatory Affairs Manager
EF‘A Form 8570 35 {9-97) Electronic and Paper versions available. Subimit only Paper version. Pubdic File Copy
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response for reregistration and speclal review activities, Including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any
other aspect of this collection of information, including suggestons for reducing the burden to: Director, OPPE Information Management Division {2137}, U.5. Environmenta! Protection Agency,

401 M Street, 5.W., Washington, DC 20480. Do not send the form to this address.

DATA MATRIX

EPA Reg. No./File Symbot: 524-LTL and 524-LTA Page 2 of 2

Date: May 9, 2007

Applicant'siRegistrant's Name & Address:
Monsanto Company, 1300 1 (Eye) Street, N W., Suite 450 East, Washington, D.C. 20003 Produect:  MON 89034 and MON 289034 x MON 88017
Bacillus thuringiensis Cryl1A.105, Cry2Ab2, and Cry3Bbl1 and the genetic material necessary for their production (vectors ZMIR245 and ZMIR39) in

Ingredient

MON 89034 and MON 88017

Guidelineg Reference Number Guidetine Study Name MRID Number | Submitter Status Note
Monsanto Company OWN This Submissicn
Monsanio Company OWN This Submission

Signature NS Name and Title Date
MNP
p W’Zﬁ’{ ;f sz /@/ R e Natalia N. Bogdanova, D.Y.M. | May 9, 2007
Regulatory Affairs Manager
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TATES ENVIRONMENTAL PROTECTIOF  ENCY

OPP Decision Numbers:

Yong Gao

Regulatory Affairs Manager
Monsanto Company

1300 | Street, NW
Suite 450 East

r Washington, DC 20005

Dear Dr.Gao:

Subject:

Your applications as submitted under the Pesticide Registration improvement Act {PRIA)

DEC 1 8 2007

D-371189
D-371190

MONB89034 x MON 88017 (Cry1A.105, Cry2Ab2 and Cry3Bb1) Corn and
MONS9034 (Cry1A.105, and Cry2Ab2) Corn
EPA Petition Numbers: 6F7142 and 6F7143
EPA File Symbols: 524-LTA and 524-LTL

Application Date: September 29, 2006
EPA Receipt Date: September 29, 2006

guaranteed you a regulatory decision for this action category (B81 twice) by June 10, 2008.

Our review of your public interest document is ongoing. Provided that we are able to
determine the registration of these products would be in the public interest, that you make the
following changes to your proposed insect resislance management (IRM) refuges, and that you
drop the proposed popcorn use, the Agency will be able to continue processing your

applications.

If you choose not to modify the IRM refuge proposals and drop the popcomn use, the
applications will be deemed incomplete. Within seventy-five (75) days, please indicate whether
you will modify the IRM refuges and drop the popcorn use, and submit in writing a commitment

" to perform the required data listed below.

The Agency is requesting the following revisions to your proposed IRM refuges. Please
consult the enclosed data evaluation records for detailed information.

CONCURRENCES

symMeoL M-

SURNAME w7V
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DEC 1 & 2007

QPP Decision Numbers: D-371189
D-371190

Yong Gao

Regulatory Aftairs Manager
Monsantc Company

1300 | Street, NW

Suite 450 East
Washingten, DC 20005

Dear Dr.Gao:

Subject; MON89034 x MON 88017 (Cry1A.105, Cry2Ab2 and Cry3Bb1) Corn and
MONS89034 (Cry1A.105, and Cry2Ab2} Corn

EPA Petition Numbers: 6F7142 and 6F7143
EPA File Symbols: 524-LTA and 524-LTL
Application Date: September 29, 2006

EPA Receipt Date: September 29, 2006

Your applications as submitted under the Pesticide Registration Improvement Act (PRIA)
guaranteed you a reguatory decision for this action category (B81 twice) by June t0, 2008.

Our review of your public interest document is ongoing. Provided that we are able to
determine the registration of these products would be in the public interest, that you make the
following changes to your proposed insect resistance management (IRM) refuges, and that you
drop the proposed popcorn use, the Agency will be able to continue processing your
applications.

If you choose not to modify the IRM refuge proposals and drop the popcom use, the
applications will be deemed incomplete. Within seventy-five (75) days, please indicate whether
you will modify the IBM refuges and drop the popcorn use, and submit in writing a commitment
to perform the required data listed below.

The Agency is requesting the following revisions to your proposed {RM refuges. Please
consult the enclosed data evaluation records for detailed information.

Internet Address (UAL) » hitpffwww.epa.gov
Recycled/Recyclable & Prinled with Vegetable Gl Based Inks on 100% Posteansumer, Process Chlorine Free Recycled Papar



REVISED IRM REFUGES

MON 89034 field corn uses in the corn belt including the separate refuge for 89034 x
88017, ' :
(1) Pyramids can reduce the need for large refuges. Monsanto has proposed that a 5%

structured refuge, rather than the current 20% structured refuge, be used with the field
corn uses of MON 89034. However, Monsanto’s data and modeling do not support &
5% structured refuge for MON 898034 for field corn uses in the Corn Belt. A 20%
structured refuge requirement for field corn uses of MON 838034 in the Corn Belt can be
supported at the present time.

(2) _MON 89034 fleld corn use in cotton-growing areas. A 20% non-Bt corn refuge for
MON 89034 in the southern cotton-growing areas would be sufficient to manage the risk
of resistance evolution to Bt corn and Bt cotton products assuming there is ng cross-
resistance. Refer to sections (3} and (4) below.

: The following data deficiencies must be addressed post-registration to support a
conditional registration with the above mentioned revised 20% non-Bt IRM refuges and no
popcorn use sites.

DATA REQUIRED POST-REGISTRATION WITH REVISED IRM REFUGES

(1) For event MON 89034 corn and event MON 89034 x MON 88017 corn, an
independent lab validation of the analytical method for the detection of Cry2Ab2 and/or
Cry1A.105 is needed.

(2) Freshwater aquatic invertebrates for MON 89034 (MRID 469514-17)

The Daphnia magna study is unacceptable because the 48 hour test duration is not
sufficient to show mortality for Bt toxins. It takes more than 48 hours for the target pests
to succumb fo the Cry proteins therefore 48 hours is also too short to show mortality to
Daphnia. A 21 day daphnia study, as outlined in the OPPTS Microbial Test Guidelines,
needs to be performed. The study may be submitted as a condition of registration.

(3) Monsanto did not address the likelihood of cross-resistance of Cry1A.105, Cry1Ac,
CryiFa, proteins already in existing Bt corn and Bt cotton products, and what impact
such cross-resistance would have on the durability of MON 83034, Monsanto must
provide additional information on cross-resistance of Cry1A.105 and Cry1Fa and Cry1Ac
{preferably including binding site models and use of resistant colonies) for the target
pests and determine how such cross-resistance may impact the durability of MON
89034. The Cry1A.105 protein is a chimeric protein consisting of Domains | and Il and
the C-terminus of CrytAc and Domain lll of Cry1Fa. It is important to address not only
the likelihood of cross-resistance potential of Cry1A.105 and Cry1Ab and, similarly,
Cry1A.105 and Cry2Ab2 {which was done by Monsanto), but also that of Cry1A.105 and
Cry1Ac and Cry1Fa.

(4) Monsanto did not sufficiently address the cross-resistance of Cry1A.105, Cry1Fa,
and Cry1Ac in the cotton-growing landscape and how cross-resistance may impact the
durability of MON 89034. Should cross-resistance be of concern then the durability of

\"WJ
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MON 89034 in the southern cotton-growing areas might be compromised. Monsanto
needs to address this issue in subsequent simulation modeling.

(5) Monsanto is reminded that to support the sweet corn use site, a grower guide must
be distributed to all customers using seed containing the plan-incorporated protectant
that will include instructions and recommendations regarding product use, insect
resistance management and integrated pest management. The following information
regarding commercial productions must be included in the Grower guide:

» Crop destruction must occur no later than 30 days following harvest, but
preferably within 14 days.

» The allowed crop destruction methods are rotary mowing, discing, or plow-down.
Crop-destruction methods should destroy any surviving resistant insects.

If Monsanto chooses to register their products with a 5% structured refuge the following
additional data are required.

DATA REQUIRED TO SUPPORT MON 88034 FIELD CORN USES IN THE CORN
BELT WITH A 5% STRUCTURED REFUGE:

Monsanto must address the uncertainties in the dose determination for ECB, SWCB,
CEW, FAW (SS and RS mortality), cross-resistance likelihood of Cry1A.105, CrylAc,
and Cry1Fa and its impact on the durability of MON 83034, and limitations of the
simulation modeling. Please also refer to the enclosed review for a full discussion of
BPPD’s analysis of the |RM plan for MON 85034.

a) Dose determination. Monsanto relies on the Roush (1998) model to support the
need for a 6% structured refuge rather than a 20% structured refuge in the Corn Belt.
Roush’s model (1998; Figure 2) indicates that a 5% structured refuge is equal to or
greater than a 20% structured refuge for a highly effective, high dose single-gene
product when a two-gene product (MON 89034 in this case) achieves at least 95%
control of susceptible homozygotes and 70% contro! of heterozygotes assuming there is
no cross-resistance. The dose information provided by Monsanto is not sufficient to
demonstrate that each protein will kill 95% of the homozygous susceptible insects and
70% of the heterozygotes. BPPD recommends that Monsanto further investigate
whether MON 89034 consistently has high mortality of susceptible homozygotes (>95%)
and whether the heterozygote mortality is at least 70% for MON 89034 against the target
pests (for the Corn Belt — ECB and SWCB). The 1998 SAP suggested several ways to
estimate mortality for less susceptible larvae (i.e. heterozygotes) (EPA 1998). These
techniques included testing larger, later instar larvae that may be less susceptible.

b) Crogs Resistance. Additional information is needed on cross-resistance of
Cry1A.105 and Cry1Fa and Cry1Ac (including binding site models and use of resistant
colonigs) for the target pests and a determination of how such cross-resistance may
impact the durability of MON 89034. The Cry1A.105 protein is a chimeric protein
consisting of Domains | and Il and the C-terminus of Cry1Ac and Domain il of Cry1Fa. It
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is Important to address not only the likelihood of cross-resistance potential of Cry1A.105
and Cry1Ab and, similarly, Cry1A.105 and Cry2Ab2 (which was done by Monsanto), but
also that of Cry1A.105 and Cry1Ac and Cry1Fa.

¢) Modeling. Additional species-specific (e.g, ECB and SWCB for the Corn Belt),
spatially-explicit, landscape modeling is needed to explore the durability of MON 89034
versus single-protein Bt corn products. Modeling should consider the impact of other Bt
proteins in the landscape that may confer some cross-resistance {to Cry1A.105, in
particular) and how such cross-resistance would impact the durability of MON 89034 in
the Corn Belt (i.e., the use of simulation modeling). This is analogous to the species-
specific simulation modeling that EPA required Monsanto do to support the use of
natural refuge (instead of a structured refuge) for management of H. virescens and H.
zeato the Cry1Ac and Cry2Ab2 proteins expressed in Bollgard Il cotton.

If you do not modify your refuge proposals as described above, the application will be
deemed deficient.

Pursuant to 40 CFR 152.105, you are allowed 75 days from the date of this letter to
provide a response concerning the deficiencies listed in this letter. Your response may include
making corrections or additions to complete the application, or notifying the Agency of the date
on which you expect to complete the application, or withdrawing your application. [f you do not
respond to this letter within 75 days or if you respond with a date on which you expect to
complete the application but fail to meet that scheduled date, the Agency will treat the
application as if you had withdrawn it. Withdrawal concludes the Agency’s review of your
application. Any subsequent submission of the same application must then be submitted as a
new application with a new deadline for responding and subject to a new registration service
fee.

Based on the content and timing of your response, the PRIA date for these applications
may need to be renegotiatied. Please contact Susanne Cerrelli of my staff at (703) 308-8077
should you have any questions or wish to schedule a meeting.

Sincerely,

Sheryl Reilly, Chief
Microhial Pesticides Branch

Biopesticides and Pollution
Prevention Division (7511P)



Brian T
Steinwand/DCAJSEPAS
us cc

12/13/2007 10:44 AM bee
Subject Fw: Monsanto Corn Variety Genetically Engineered for
Insect-Resistance derived from Transformation Event
designated as MON 89034 - The USDA Animal and Plant
Health Inspection Service has announced the receipt of &
Monsanto petition seeking a determination of nonregulated

o

OPF BPFPD MPB

status for the variety - APHIS is seeking public comment " ...

on whether this genetically engineered corn is or could be a
plant pest .."

Monsanto Corn Variety Genetically Engineered for Insect-Resistance derived
from Transformation Event designated as MON 89034 - The USDA Animal and
Plant Health Inspection Service has announced the receipt of a Monsanto
petition seeking a determination of nonregulated status for the variety - APHIS
is seeking public comment " ... on whether this genetically engineered corn is or
could be a plant pest..."

Document Title: The title of the December 13, 2007 USDA APHIS Federal Register
Notice ts: "Monsanto Company; Availability of Petition and Environmental
Assessment for Determination of Nonregulated Status for Com Genetically
Engineered for Insect Resistance”

Organization: USDA APHIS Biotechnology Regulatory Services

Source: December 13, 2007 USDA APHIS Federal Register Notice
Comments Due By: February 11, 2008

Web site: The December 13, 2007 APHIS Federal Register Notice is posted at

http://a257 g .akamaitech.net/7/257/2422/01;an2007 1800/edockef. access.eno.gov/200
7/E7-24174 htm

The petition and the environmental assessment are posted at
hetp://www.aphis usda.gov/brs/aphisdocs/06_29801p.pdf
and http://www.aphis.usda, gov/brs/aphisdocs/06 29801p ea.pdf

Contact: Questions may be directed to Dr. Robyn Rose, USDA APHIS
Biotechnology Regulatory Services in Riverdale, Maryland at 301 734 0489; e-mail:
Robyn.L.Rose@APHIS USDA.gov

Paper copies of the petition and environmental assessment are available from Cindy
Eck at 301 734 0667, ¢-mail: Cynthia. A.Eck@APHIS.USDA.gov




Prepared by: This message was distributed by Jack Cooper, who may be reached at
e-mail: jlc@fien.com or 301-384-8287

This article (#3363) was distributed by e-mail on December 13, 2007 to those whose
names are on the FIEN, LLC Subject Matter Distribution Lists for Biotechnology,
Crop Protection, Grains, Risk Assessment and Communication



Zigfridas To Susanne Cerrelli/DC/USEPA/US@EPA

iluzi Al
VailuzisDC/USEPAIUS cc Mike Mendelsohn/DC/USEPA/US@EPA
11/26/2007 12:43 AM o

Subject MON 83034 corn Seclion 3

Susanne;

The only environmentai effects 'deficiency' for MON 89034 corn is below:
ii. Freshwater aquatic invertebrates (469514-17)

Conclusions/Recommendations: The Daphnia magna study is unacceptable
because the 48 hour test duration is not sufficient to show mortality for Bt
toxins. It takes more than 48 hours for the target pests to succumb to the Cry
proteins therefore 48 hours is also too short to show mortality to Daphnia. A 21
day daphnia study, as outlined in the OPPTS Microbial Test Guidelines, needs to
be performed. The study may be submitted as a condition of registration.

Susanne: you and Mike can decide when exactly this study needs to be submitted.
One year seems reasonable to me.

The rest of the DERs and the BRAD chapter with the risk assessments is done. [
only need to go over it again to make several clarifications and update risk
conclusions, especially for the aguatic invertebrates. No more "deficiencies" are
forthcoming.

[zig.v]



Plsase read instructions on reverse before completing form. Form Approved. OMB No. 2070-0060. Approval Expires 2-28-95

. . OPFP Identifier
P - United States . IE Registration Number
WE PA Environmental Protection Agency D Amendment
Washington, DC 20480
[ I:I Other
Application for Pesticide — Section |
1. Company/Product Number 2. EPA Product Manager 3. Proposed Classification
File Symbol 524-1,TL and 524-L.TA Sheryl Reilly
Company!Produst (Name) PM# N Restr
MON 89034 and MON 89034 x MON 88017 92 ane [ ] restices
5. Name and Address of Applicant {Inciude ZIFP Code} 6. Expedited Review. In accordance with FIFRA Section 3(c)(3)(B)i), my
Monsanto Company product is similar or identical in composition and labeling to:
1300 I (Eye) Street, N.W., Suite 450 East EFA Reg. No.
ington, D 005
Washington, DC 20 Product Name
D Check i this is a new address

Section — [
. Final printed labels in response to
D Amendment -- Explain below. [::[ Agency letter dated
[ | Resubmission in response 10 Agency lefter dated D “Me Too" Applicalion.
.i
' | Notification ~ Explain below. K{ Other ~ Explain below.

Explanation: Use additional page(s) it necessary. (For Section | and Section 1)
Submission of the Public Interest Document Supporting Registration of Insect-protected Corn MON 89034 and MON 89034 x
MON 88017 (EPA File 524-1.TL and 524-LTA)

Section ~ H

1. Materlal This Product Will Be Packaged tn:

Child-Resistant Packaging Unit Packaging Water Soluble Packaging 2. Type of Conlainer
j Yes DY&S Yes E Metal
Plastic
I:l No No D No

Glass
* Certification must It “Yes” Neo. per i "Yes" No. per D Paper
he submitted Unit Packaging wgt. Container Package wqt, Container
[] other
(Specify)
3. Location of Net Contents Information 4. Size{s) Retail Container 5, Location of Labe! Directions

I Jwaver [ container [ on Labet
: I:' On Labeling accompanying product

6. Manner in Which Label is Affixed to Produc! [ Lithograph [ ] other

D Paper glued

[ stencited

Section ~ IV
1. Contact Poin! (Cornplete items directty below for identification of individual fo be contacled, if necessary, lo process this application.)
Name Title Telephone No. {include Area Cods)
Russell P. Schneider Senior Director, Regulatory Affairs (202) 383-2866
Certification 6. Date Application
! certify that the statemenis ! have made on s form and alf altachments therefo are frue, accurafe and complete. Received
! acknowledge that any knowingly fatse or isleading staterment may be punishable by fine or impnrisonment or
both under applicable faw. SR
;2 >(Stamped)
2. Signature 3. Title . .
S Mﬁ?’/f/@fﬁmﬂ Regulatory Affairs Manager it
4. Typed Name 5. Dale ’ 3; v ‘.
Natalia N. Bogdanova Tel. (314) 694-3143 November 12, 2007 SN P
EPA Form 8570-1 {(Rev. 3-94) Previcus edltlons are chsclete. White - EPA File Copy (original) Yellow-Ap;‘.llbant‘C\-f‘opy . ‘_ '.

Monsanto Company 06-CR-172-5 Page3 of 6 ; .



- UNITED STATES ENVIRONMENTAIL PROTECTION AGENCY
WE PA 401 M Street, S. W.
WASHINGTON, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 1.25 hours per response for
registration and 0.25 hours per response for reregistration and special review activities, including time for reading the instructions and completing the
necessary forms. Send comments regarding burden estimate or any other aspect of this collection of information, including suggestions for reducing the
burden to Director, OQPPE Information Management Division (2137), U.5. Environmental Protection Agency, 401 M Street, 5. W., Washington DC, 20480.
Do not send the completed form to this address.

Certification with Respect to Citation of Data

Applicant's/Registrant’s Name, Address, and Telephone Number: EPA Registration Number / File Symbol:

Monsante Company, 1300 I (Eye) Street, N.W., Washington, DC 2005 (202) 383-2866 | 524-LTL and 524-LTA

Active Ingredieni(s) and/or representative test compound(s): 8¢ CrylA.103, Cry2Ab2 and Date: R =

Cry3Bbl proteins and the genetic material (vectors ZMIR245 and ZMIR39) necessary for their November 12, 2007 . R

sroduction in MON §9034 and MON 89034 x MON 88017 EEERE

General Use Pattern(s} (list all those claimed for this product using 40 CFR Part 158 Product Name: ; .

Terrestrial field crop MON 89034 and 1, :, P
MON 89034 x MON'88017 L

NOTE: If your product is a 100% repackaging of another purchased EPA-registered product labeled for all the same uses on sour z;.bel you: @!e 'Két

need to submit this form. You must submit the Formutator's Exemption Statement (EPA Form 8570-27), s S5
D I am responding to & Data-Call-in Notice, and have included with this form a list of companies sent offers of compensatior(the Data Matrix form
should be used for this purpose). sy s
Foan ?
Section I: METHOD OF DATA SUPPORT (Check one method only) P
I am using the cite-all method of support, and have included with I am using the setective method of support {or cite-all gption under
I:! this form a list of companies sent offers of compensation (the N the selective method), and have inclided with this form a
Data Matrix Form should be used for this purpose). L7, completed list of data requirements (the Data Matrix form must be
used).

Section |ll: GENERAL OFFER TO PAY

[Required if using the cite-all method or when using the cite-all eption under the selective method to satisfy one or more data requirements]
D | hereby offer and agree to pay compensation, to other persons, with regard to the approval of this application, to the extent required by FIFRA.

Section lil: CERTIFICATION

t certify that this application for registration, this form for reregistration, or this Data-Call-In response is supported by all data submitted or cited in
the application for registration, the form for registration, of the Data-Call-In response. [n addition, if the cite-all option or cite-all option underthe selective
methed is indicated in Section {, this application is supported by all data in the Agency's files that {1) concern the properties or effects of this product or
an identical or substantialty similar product, one or more of the ingredients in this product; and {2) is a type of data that would be required to be submitted
under the data requirements in effect on the date of approval of this application if the application sought the initial registration of a product of identical or
similar composition and uses,

t certify that for each exclusive use study cited in support of this registration or reregistration, that | am the original data submitter or that | have
obtained the written permission of the original data submitter to cite that study.

| certify that for each study cited in support of this registration or reregistration that is not an exclusive use study, gither: {a) | am the original data
submitter; {b) t have obtained the permission of the original data submitter to use the study in support of this application; (c} all pericds of eligibility for
compensation have expired for the study; (d) the study is in the public literature; (e) t have notified in writing the company that submitted the study and
have offered (i) to pay compensation to the extent required by sections 3(c){1){(F} andfor 3(c)(2){B} of FIFRA; and {ii) to commence negotiations to
determine the amount and terms of compensation, if any, to be paid for the use of the study.

I certify that in all instances where an offer of compensation is required, copies of all offers to pay compensation and evidence ol their delivery in
accordance with sections 3(c){1)(F) andfor 3{c){2}(B) of FIFRA are available and will be sybmitted to the Agency upon request. Should | fail to produce
such evidence to the Agency upon request, t understand that the Agency may initiate action to deny, cancel or suspend the registration of my pmduct in
conformity with FIFRA.

t certify that the statements | have made on this form and alt attachments {o it are true, accurate, and complete. | acknowledge that any
knowingly false of misteading statement may be punishable by fine or imprisonment of both under the applicable law.

i

Signature Date Typed or Printed Name and Title

MM%’; Mf//g//z’fﬂ’f‘ﬁ’ T November 12, 2007 Natalia N. Bogdanova, D.V.M.

Regulatory Affairs Manager

EPA Form 8570-34 (8-97) Electronic and Paper Versions available. Submit only Paper version.
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. Form Approved OMB No. 2070-0060
'WE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washington, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and £.25 hours per
response for reregistration and specia! review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any
other aspecl of this collection of information, including suggestions for reducing the burden to: Direclor, OPPE tnformation Management Division {2137), U.5. Environmental Proteclion Agency,
401 M Street, S.W., Washington, DC 20460. Do not send the form to this address.

DATA MATRIX
Date: November 12, 2007 EPA Reg. No./File Symbot: 524-LTL and 3524-1.TA | Page toft
Applicant's/Registrant's Name & Address!
Monsante Company, 1300 I (Eye} Street, N.W., Suite 450 East, Washinglon, D.C. 20005 Product: MON 89034 and MON 89034 x MON 88017

Ingredient  Bacillits thuringiensis CrytA.105, Cry2Ab2, and Cry3Bbl and the genetic material necessary for its production (vectors ZMIR245 and ZMIR39) in MON 89034 and MON
88017

Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note

Volume . Administrative Materials for the
Submission of the Public Imerest Document
Supporting Registration of Bactiins rhuringiensis
CrylA. 105, Cry2Ab2 and Cry3Bbl Proteins and
the Genetic Material Necessary for Their
Production in Insect-protected Corn MON §9034
and MON 89034 x MON 88017 {EPA Files 524~
LTL and 524-LTA) Monsanio Company OWN This Submission

Volume 2. Public Interest Document Supponing
Registration of Bacillirs thuringiensis Cryl A.103,
Cry2Ab2 and Cry3Bbl Proteins and the Genetic
Material Neccssary for Their Production in Insect-
protecied Corn MON 89034 and MON 89034 x

MON 88017 (EPA Files 514-LTL and 524-LTA) Monsanio Compary OWN This Submission
. , - Name and Title Date
S - - o - [ B
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- Form Approved OMB No, 2070-0060
'RT'E pA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washington, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this colleclion of information is eslimated o average 0.25 hours per response for registration activities and 0.25 hours per
response for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any
other aspect of this collection of information, including suggeslions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Prolection Agency,
401 M Slreet, $.W., Washinglon, DC 20460. Do not send the form to this address,

DATA MATRIX
Date: June 22, 2005 EPA Reg. No./File Symbol: 524-LTL and 524-LTA Page 1 ot |
Applicant's/Registrant's Name & Address:
Monsanto Company, 1300 ] (Eve) Street, N.W ., Snite 450 East, Washington, D.C. 20005 Product. MON 89034 and MON 89034 x MON 88017

Ingredient  Bacillus thuringlensis Cryl A 103, Cry2Ab2, and Cry3Bbl and the genetic material necessary for its production (vectors ZMIR245 and ZMIR39) in MON
89034 and MON §8017

Guideling Reference Number Guideline Study Name MRID Number Submitter Status Note
Monsanlg Company OWN This Submission
Monsante Company OWN This Subniission

Signature . Name and Title Date

. o - LR
e el W’*’W | | Natalia N. Bogdanova, D.V.M, | November 12, 2007
woe e e » " "w | Regulatory Affairs Manager
EPA Form 8570-35 (9-97) Electronic and Paper versions avaiable, Subinil only Paper versien.  » Public File Copy
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Please read instruclions on reverse pefore completing form, Form Approved. OMB No. 2070-0060. Approval Expires 2-28-95

ot OPP ldeniifi
- United States X Registration oo
] = Environmental Protection Agency | | Amendment
y Washington, DC 20480 ——
: Other
Application for Pesticide — Section |
1. Company/Product Number 2. EPA Product Manager 3. Pioposed Classification
File Symbol 524-LTL and 524-LTA Sheryl Reilly
Company/Product (Name) PM # N Resti
MON 89034 and MON 89034 x MON 88017 92 one [ ] resticted
5. Name and Address of Applicant (incfude ZiP Code) 6. Expedited Review. In accordance with FIFRA Section 3{c)(3)(B)(), my
Monsanto COmpany product is similar or idendical in composition and labeling to:
1300 I (Eye) Street, N.W_, Suite 450 East EPA Reg. No.
shin C2
Washington, DC 20005 Product Name
‘:I Check if this is & new address

Section — 1l
. Finaf printed {abels in response to
D Amendmenl - Explain belows. Agency letter dated
l Resubmission in response to Agency letter dated “Me Too" Appiication.
| | Notification — Explain below. K Other — Explain below.

Explanation: Use additional page(s} if necessary. (For Section L and Section i1.)
Submission of the Public Interest Document Supporting Registration of Insect-protected Corn MON 89034 and MON 89034 x

MON 88017 (EPA File 524-LTL and 524-LTA) ; 5
Section — il i
1. Material This Product Will Be Packaged In: tasal
~id-Resistant Packaging Unit Packaging Water Soluble Packaging 2. Type of Container . essss
Yes Yes Yes D Metal . s AN
Plastic :»7»2 >
m o Tl [ P
* Cartification must If “Yes" No. per H"Yes” No. per D Paper Tas Tt sezas
be submitted Unit Packaging wgt. Container Package wyl. Conlainer D o esvan’
lher
(Specify) 07 ’ .
3. Location of Net Contents Information 4. Size(s) Relail Container 5. L.ocation of Labai Digicgions}

:l Label |:| Container D On Label EE
D Gn L.abeling accompanying product

6. Manner in Which Label is Affixed to Product D Lithograph |:| Olher
D Paper glued
[ ] stenciled

Section — IV
1. Contact Point (Compiete ifems direclly below for identification of individual fo be coriacled, if necessary, fo process ihis application.)

Mame Title Telephone No. {Incfude Area Code}
Russel] P. Schneider Senior Director, Regulatory Affairs (202) 383-2866
Certification 8. Date Application
[ cortify thet the statements | have mads on Ihis form and alt attachmenis thereto are lrue, accurate and complafe. Received
i acknowiedge thal any knowingly false or misleading stafement may be punishable by fine or impirisonent or
icable faw, .
both under applicable law (Stamped)
2. Signature 3. Title
e e /EZ/, T T Regulatory Affairs Manager
4. Typed Name 5. Date
Natalia N. Bogdanova Tel. (314) 694-3143 November 12, 2007
EPA Form 8570-1 (Rev. 3-94) Previous editions are obsolete. White « EPA File Copy {original)  Yellow - Applicant Copy

Monsanto Company 06-CR-F72-3 Page 3 of 6 :



UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, 5. W.
WASHINGTON, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 1.25 hours per response for
registration and 0.25 hours pet response for reregistration and speciat review activities, Including time for reading the instructions and completing the
necessary forms. Send comments regarding burden estimate or any other aspect of this collection of information, including suggestions for reducing the
burden to Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 401 M Street, S.W., Washington DC, 20460,
Do not send the completed form to this address.

Certification with Respect to Citation of Data

Appilicant’'s/Registrant's Name, Address, and Telephone Number: EPA Registration Number / File Symbol:
Monsanto Company, 1300 I (Eye) Street, N.W., Washington, DC 2005 (202) 383-2866 | 5324-LTL and 524-LTA
Active Ingredient(s) and/or representative test compound(s): Bt Cry1A.103, Cry2Ab2 and Date:
Cry3Bbl proteins and the genetic material {vectors ZMIR245 and ZMIR39) necessary for their November 12, 2007
production in MON 85034 and MON 85034 x MON 88017
General Use Pattern(s) (list alt those claimed for this product using 40 CFR Part 158; Product Name:
|| Terrestrial field crop MON 89034 and
MON $9034 x MON 88017

NOTE: if your product is a 100% repackaging of another purchased EPA-registered product labeled for all the same uses on your label, you do not
need to submit this form, You must submit the Formulator's Exemption Statement (EPA Form 8570-27).

D ! am responding to a Data-Cafl-in Notice, and have included with this form a list of companies sent offers of compensation (the Data Matrix form
should be ysed for this purpose).

¥ A

. FER A A
Section I: METHOD OF DATA SUPPORT (Check one method only)  *
| am using the cite-all method of support, and have included with ! am using the selactive melhod of suppo%:(&rsc?t@ali option under
D this form a list of companies sent offers of compensation {the |Z} the selective method), and have included With this form a
Data Matrix Form should be used for this purpose). completed fist of data requitements (the Data Ratrix formg ragtts
usad). 3 H S 3
¥ PEE 2R
Section {l: GENERAL OFFER TO PAY .

(Required if using the cite-all method or when using the cite-all option under the selective method to satisfy one or more dat%*{équiremeatés} v
D t hereby offer and agree to pay compensation, to other persons, with regard to the approval of this application, to the extent®required by FiFRA.

5

Section Ill: CERTIFICATION Tiasn”

! certify that this application for registration, this form for reregistration, or this Data-Call-in response is supported by all data submitted or cited in
the application for registration, the form for registration, or the Data-Call-n response. In addifion, if the cite-all oplion or cite-all opto? uider the selective
method is indicated in Section 1, this application is supported by all data in the Agency's files that (1) concern the properties or effects of this product or
an [dentical or substantially similar product, one or more of the ingredienis in this product; and (2) is a type of data that would be reguired to be submitted
under the data requirements in effect on the date of approval of this application if the application sought the initial registration of a product of identical or
similar composition and uses,

{ certify that for each exclusive use study cited in support of this registration or reregistration, that 1 am the original data submitter or that | have
obtained the written permission of the original data submitter to cite that study.

! certify thal for each study cited in support of this registration or reregistration that is not an exclusive use study, either: (a) | am the original data
submitter; (b} ! have obtained the permission of the original data submitter to use the study in support of this application; (c) all periods of efigibility for
compensation have expired for the study; (d) the study 13 in the public [iterature; (e} | have notified in writing the company that submitted the study and
have offered (i) to pay compensation to the extent required by sections 3{c)(1)(F} and/or 3(S{2)B) of FIFRA; and (i} to commence negotiations to
determine the amount and terms of compensation, if any, to be paid for the use of the study.

! certify that in all instances where an offer of compensation is required, copies of all offers to pay compensation and evidence of their delivery in
accordance with sections 3(c)( i(F) andfor 3(c){2)(B) of FIFRA are available and will be submitted to the Agency upon request. Should | fail to produce
such evidence to the Agency upon request, | understand that the Agency may initiate action to deny, cance! or suspend the registration of my produci in
conformity with FIFRA,

1 certify that the statements | have made on this form and att attachments Lo it are true, accurate, and complete. | acknowledge that any
knowingly fatse of misleading statement may be punishable by fine or imprisonment of both under the applicable law.

Signature Date Typed or Printed Name and Title
, 7//:/— Lot //77///7“‘“/;’ S November 12, 2007 Natalia N. Bogdanova, D.V.M,
|| - Regulatory Affairs Manager

EPA Form 8570-34 (8-97) Eteclronic and Paper Versions avallable. Submit only Paper verston.

159

Monsanto Company 06-CR-172-5 Page 4 of




o Form Approved OMB No. 2070-0060
@@E pA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washington, B.C. 20460

Paperwork Reduction Act Noilce: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per
response for reregistration and special review activities, including fime for reading the instructions and cormpleting the necessary forms. Send comments regarding the burden estimate or any
other aspect of this collection of information, including suggestions for reducing the burden {o: Director, OPPE information Management Division {2137), U.S. Environmental Protection Agency,
401 M Street, S.W., Washington, DC 20480. Do not send the form to this address.

DATA MATRIX
Date: November 12, 2007 EPA Reg. No./File Symbol: $24-LTL and 524.LTA | Page t of I
Applicant's/Registrant's Name & Address:
Monsanto Company, 1300 I (Eye) Streei, N.W., Suite 450 East, Washington, D.C. 20005 Product: MON 89034 and MON 89034 x MON 88017

ingredient  Bacillus thuringiensis Cry{A. 105, Cry2Ab2, and Cry3Bbt and the genetic material necessary for its production {vectors ZM1R245 and ZMIR39) in MON $9034 and MON
88017

Guideline Reference Number Guideling Study Name MRID Number Submitter Status MNote

Volume |. Administrative Materials for the
Submission of the Public Interest Document
Supporting Registration of Bacillus thwringiensis
Cryl A. 103, Cry2Ab2 and Cry3Bbi Proteing and
the Genetic Material Necessary for Their
Production in Insect-protected Com MON 89034
and MON 89034 x MON 88017 (EPA Fileg 524-

LTL and 524-LTA) Monsante Company OWN This Subnssion

Volume 2. Public Interest Document Supporting
Registration of Bacillus thuringiensis Cry{ A.105,
Cry2Ab2 and Cry3Bb1 Proteins and the Genetic
Material Necessary {or Their Froduction in Insect-
protected Corm MON 29034 and MON 89034 x
MON 88017 (EPA Files 5t4-1.TL and 524-LTA) Meonsanto Company OWN This Submission

N . Name and Title Date
sgnanire e o - |
i e Natalia N. Bogdanova, D.V.M. November 12, 2007
Regulatory Affairs Manager
EPA Form 8570-35 {9-97) Electronic and Paper versions available. Submit ooly Papet varsion. ., Agency internaf Use Copy
Monsanto Company 06-CR-172-§»»  «» =« Page 5 of 6



Form Approved OMB No. 2070-0060
UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Streetf, S.W.
Washington, D.C. 20460

SEP.

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per
response for reregistration and special review activities, including time for reading the instruclions and completing the necessary forms. Send comments regarding the burden estimate or any
other aspect of this collection of information, including suggestions for reducing the burden 10: Director, OPPE Information Management Division (2137}, U.S. Environmental Protoction Agency,
401 M Street, 3.W., Washington, DC 20450. Do not send the form to this address.

DATA MATRIX
Date: June 22, 2005 EPA Reg. No./File Symbol: 524-LTL and 524-LTA Page 1 of 1
Applicant's/Registrant's Name & Address:
Monsanto Company, 13001 (BEve) Street, N.W ., Suite 450 East, Washington, D.C, 20005 Product: MON 89034 and MON 89034 x MON 88017

Ingredient Bacilins thuringiensis Cryl A.105, Cry2Ab2, and Cry3Bbl and the genetic material necessary for its production (vectors ZMIR245 and ZMIR39) in MON
89034 and MON 88017

Guideling Reference Number Guideline Study Name MRID Number Submitter Status Note
Monsanta Company QWN This Submission
Mousanto Comypany OWN Tliig Submission
Signature . -2 Name and Title Date
; o // » o 3,!_‘__.{?,._1{..?‘_,__‘_,.__\-_-,,,_..«-;,_____ ) )
<5 s L Natalia N. Bogdanova, D.VM. | November 12, 2007
e WS Tn o Enm o Regulatory Affairs Manager
EPA Form 8570-35 (9-97) Electronic and Paper verslons ovailabl. Subinit only? Pager virsion? Pubiic Ftle Copy
Monsanto Company 06-CR-172-50ws  wi i: Page 6 of 6
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MONSANTO

VOLUME 1
Administrative Materials for the Submission of the Public Interest Document Supporting
Registration of Bacillus thuringiensis Cry1A.105, Cry2Ab2 and Cry3Bbl Proteins and the

Genetic Material Necessary for Their Production in Insect-protected Corn MON 89034 and
MON 89034 x MON 88017 (EPA Files 524-LTL and 524-1.TA)

AUTHOR

Natalia N. Bogdanova, D.V.M. ses 85
Regulatory Affairs Manager :

SUBMISSION DATE

November 12, 2007 seas

SUBMITTING REGISTRANT

Monsante Company
1300 I (Eye) Street, NW
Suite 450 East
Washington, DC 20005

MONSANTO REFERENCE No.

06-CR-172-5

Monsante Company 06-CR-172-5 Page 1 of 6
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472787-0C
MONSANTO
imagine

MonsanTe Company

Natalia N. Bogdanova, D.V.M. Boc MorTh LinpsergH BLvp

Regulatory Affairs Manager
(3:[83 694-?315: g ST. Louts, Missour 63167
http: / Swww.monsanto.com

November 12, 2007

Document Processing Desk (PETN)
Office of Pesticide Programs (7504C)
U.S. Environmental Protection Agency
One Potomac Yard

2777 8. Crystal Drive

Arlington, VA 22202-4501

Attn:  Dr. Sheryl Reilly, Team Leader 92

Subject: Public Interest Document Supporting Registration of Bacillus thuringiensis
CrylA.105, Cry2Ab2 and Cry3Bbl Proteins and the Genetic Material
Necessary for Their Production in Insect-protected Corn MON 89034 and
MON 89034 x MON 88017 (EPA Files 5/Y4-LTL and 524-LTA)

2

Dear Dr. Reilly:

On September 28, 2006 Monsanto submitted an application to register Bacillus
thuringiensis CrylA.105, Cry2Ab2 and Cry3Bbl proteins and the genetic material
necessary for their production in insect-protected corn MON 89034 and MON 89034 x
MON 88017 (EPA Files S5}4-LTL and 524-LTA). On October 17, 2007 the Agency
suggested that Monsanto éhdld provide a Public Interest Document that would outline
benefits of the products, We do so with the belief that because no new data required for
registration is being submitted, the current PRIA date will not be impacted.

This submission contains administrative materials and a Public Interest Document for
MON 89034 and MON 89034 x MON 88017. These documents have been classified as
"A" - non- confidential documents that can be released to the public,

Should you require any additional information regarding this submission please feel free
to contact Dr. Russell Schneider in our Washington office (202-383-2866) or me directly
(314-694-3143).

Sincerely, M A /@%K{’«k{m

Natalia N. Bogdanova, D.V.M,

ce: Mike Mendelsohn, EPA/OPP/BPPD
Russ Schneider, Monsanto
Monsanto Regulatory Archives



LIST OF SUBMITTED DOCUMENTS

Volume 1.  Administrative Materials for the Submission of the Public Interest Document
Supporting Registration of Bacillus thuringiensis Cry1A.105, Cry2Ab2 and
Cry3Bb1 Proteins and the Genetic Material Necessary for Their Production in
Insect-protected Com MON 89034 and MON 89034 x MON 88017 (EPA
Files 524-LT1, and 524-LTA)

MRID Number

Volume 2,  Public Interest Document Supporting Registration of Bacillus thuringiensis
CrylA.105, Cry2Ab2 and Cry3Bb1 Proteins and the Genetic Material
Necessary for Their Production in Insect-protected Cormn MON 89034 and
MON 89034 x MON 88017 (EPA Files 514-LTL and 524-L.TA)

MRID Number 47278701

Company Official: /"//’g’{: //%/‘ L November 12, 2007

Natalia N Bogdanova, D.V.M. Date
Regulatory Affairs Manager
(314) 694-3143

Company Name: Monsanto Company

Company Contact: Russell P. Schneider, Ph.D.
Senior Director, Regulatory Affairs
(202) 383-2866
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Steven

N Knot/DC/USEPA To Mike Mendelsohn/DC/USEPA/US@EPA
S pn g e
O 10/18/2007 08:08 _ _
TR AM Subject February Meeting
Mike,

We would like to publish the FR notice for the February meeting on November 14, Therefore,
we'll need the key pieces of information from the profile sheet (title, abstract, areas of
expertise necessary to address the charge) by about October 29. :

Please let me know if there are any questions regarding the profile.
Thanks.

Steve

Steven M. Knott

Executive Secretary

FiFRA Scientific Advisory Panel

202-564-0103
knoit.steven@epa.gov



Sharlene To Mike Mendelsohn/DCAUSEPA/US@EPA

Matten/DC/USEPANS
° cc Alan Reynalds/DC/USEP AUS@EPA, Susanne
10/18/2007 11:06 AM Cerreli/DC/USEPAUS@EPA
bce

Subject Re: Fw: February Meeting[5

| feel strongly that the science does not support Monsantd's proposal to reduce the 20%
structured refuge to 5% structured refuge for the Corn Belt without additional data. At this
time, a SAP is not necessary. We can justify the current structured refuge requirements for
the Corn Beit. It is also likely that we can justify changing the 50% structured refuge to 20%
structured refuge for Bt corn grown in cotton-growing areas without going to a SAP. {f and
when Monsanto can send in additional data and modeling to support the 5% structured
refuge in the Corn Belt then we would likely to need a SAP -- the change to the structured
refuge requirements is significant and the transparency of an external peer review is
warranted.

Sharlene

Sharlene R. Matten, Ph.D.
Biologist

USEPA/QSCP (7502M)

1200 Pennsylvania Ave., NW
Washington D.C. 204860
202-564-0130

Mike Mendelsohn/DC/USEPA/US

. Mike
T3 Mendetsohn/DC/USEPA To Alan Reynolds/DC/USEPA/US@EPA, Shariene
. /US Matten/DC/USEPA/US@EPA, Susanne
10/18/2007 10:03 AM Cerrelli/DC/USEPA/US@EPA
cC

Subject Fw: February Meeting

Alan and Sharlene,

Any way we can make a final decision on whether we need an SAP at this time? Please
advise. Thanks.

Mike Mendelsohn

Senior Regulatory Specialist

Office of Pesticide Programs/ Biopesticides and Poltution
Prevention Division (7511P)

U.8. Environmental Protection Agency

1200 Pennsylvania Avenue NW

Washington DC 20460

(703) 308-8715

(703) 308-7026 (fax)
hitp:/Awvww.epa.gov/pesticides/biopesticides

----- Forwarded by Mike Mendelsohn/DC/USEPA/US on 10/1872007 10:02 AM ---—



FTYTEYYT . Susanne To Sheryl Reilly/DC/USEPAIUS@EPA

’ N
* ' ‘: Cerreli/DC/USEPAIUS oc Mike Mendelsohn/DC/USEPA/US@EPA, Rebecca
A 4 07/25/2007 01:26 PM Edeistein/DC/USEPA/US@EPA, John
Arihh AAMASIR Kough/DC/USEPA/US@EPA, Sharlene
bec Keith Matthews/DC/USEPA/US@EPA,; Chris
Kaczmarek/DC/IUSEPAILS@EPA
Subject itemns forThussday July 26, 2007 Biotech Agenda- MON

89034

Sheryl-

After speaking with Mike M. today we identified the following proposed Agenda items:

(1) Janet communicated the need for an analytical method to detect CrytA.105 (DNA
based or protein based). This had been discussed at earlier biotech mesting and with
Rebecca and John. Our understanding is that this method is needed to support tolerance
petition.

a) We would like to explain that the Cry 2Ab2 and Cry 1A.105 are both on the MON 89034
insert. and the cumrent registrations are specific for this MON 89034 vector in corn.

The current available method would be adeguate to detect the protein from these pending
registrations. The proposed tolerance exemption is broad and will not be exclusive to cormn,
and we have no method for other crops.

b) Can Janet please confirm that we need to require this method? [fso can it be issued as a
condition of registration?, Or do we need the method before we can register these products?

c} This decision concerning the method impacts the SAP date and PRIA date

(2) Do we need to renegotiate the date based on this reguirement? Other deficiencies were
noted concerning sweet corn and pop-corn expresion data.

(3) Update concerning SAP plan for Mon 89034 IRM issues.

The date we cumently have (December 12-14) will not work: (a) Alan and Sharlene have a
conflict in schedules {b) the conference rooms are booked, so we'd have to hook Hotel.

Steve Knotts conveyed that they try to avoid scheduling January and Feb SAPs because of
snow/weather closings that can hit. Currently there is a Carbofuran meeting scheduled Early
February.

Steve mentioned the option of combining this SAP with another one, because we expect this
to be short SAP.

He needs atleast 4 months notice as the FR needs to come out 90 days before meeting and
materials need to be prepared.

We need to make a decision soon about whther we need meeting and when

{(4) Head's up @ changes in FR Notices of receipts for PIPs with stacked proteins. The
notice that was prepared for Cry1A 105 was modified after OGC input to add mention of
potential change of use pattern and mention the prior registered Al that is contained with the
new protein. This is a change in how we have handled this before. OGC {(Keith Mathews
and Chris Kaczmarek) need to be available for any discussion. OGC stated we need to
inform the public.



{a) When does underlying registration require additional notices?

{b) Here is the notice that should publish any day now.

notice of receipt. pdf
{c) Here is Keith Mathews explanation {email} - for background information below.

Mike: | did do some digging and came up with actual written analysis on this topic. Granted
this draft is from a few years ago, but, I'm ever more ceriain that my position on this topic has
not changed over the years.

3cd-FA Guestion re Stack™4.bppd.wpd

Susanne Cerrelli
Regulatory Action Leader

Microbial Pesticides Branch
Biopesticides Pollution Prevention Division {7511F)

703-308-8077(w)



UNITED STATES ENVIRONMENTAL. PROTECTION AGENCY

ENVIRONMENTAL PROTECTION AGENCY
[EPA-HQ-OPP-2007-0208; FRL-8129-7]

Pesticide Products; Registration Applications
AGENCY: Environmental Protection Agency (EPA).

ACTION: Notice,

SUMMARY: This notice announces receipt of applications to register
pesticide products that contain new active ingredients not included in
any currently registered products and/or that entail a changed use
pattern pursuant to the provisions of section 3(c)(4) of the Federal
Insecticide, Fungicide, and Rodenticide Act (FIFRA), as amended.

DATES: Comments must be received on or before [insert date 30 days
after date of publication in the Federal Register].

ADDRESSES: Submit your comments, identified by docket identification
(ID) number EPA-HQ-OPP-2007-0208, by one of the following
methods:

e Federal eRulemaking Portal: http://www.regulations.gov. Follow
the on-line instructions for submitting comments.

 Mail: Office of Pesticide Programs (OPP) Regulatory Public .
Docket (7502P), Environmental Protection Agency, 1200 Pennsylvania
Ave., NW., Washington, DC 20460-0001.

e Delivery: OPP Regulatory Public Docket (7502P), Environmental
Protection Agency, Rm. $-4400, One Potomac Yard {South Bld.g.], 2777
S. Crystal Dr., Arlington, VA. Deliveries are only accepted during the
Docket’s normal hours of operation (8:30 a.m. to 4 p.m., Monday

" through Friday, excludin% egal holidays). Special arrangements should

be made for deliveries of boxed information. The Docket telephone
number is {703} 305-5805.

Instructions: Direct your comrents to docket ID number EPA-HQ-
OPP-2007-0208. EPA’s policy is that all comments received will be
included in the docket without change and may be made available on-
line at http://www.regulations.gov, including any personal information
provided, unless the comment includes information claimed to be
Confidential Business Information {CBI) or other information whose
disclosure is restricted by statute. Do not submit information that you
consider to be CBI or otherwise protected through“regulations.gov or

¥y

q

SYMBOL M/

SURNAME

DATE

.....................................................................

IINE, LT
L‘{N”.[&' Al rreeeferererrsareassioernfeseneens

> [1¢/07 | 72l - -

EPA Form 1320~1A {1/90) Printed on Recyclod Paper " OFFICIAL FILE COPY

© U5 Government Printing Office: 2005 206-89 (mac)



ENVIRONMENTAL PROTECTION AGENCY
[EPA-HQ-OPP-2007-0208; FRL-8129-7]

- Pesticide Products; Registration Applications
AGENCY: Environmentai Protection Agency (EPA).

ACTION: Notice.

SUMMARY: This notice announces receipt of applications to register
pesticide products that contain new active ingredients not inciuded in
any currentiy registered products and/or that entaii a changed use
pattern pursuant to the provisions of section 3(c)(4) of the Federai
Insecticide, Fungicide, and Rodenticide Act (FIFRA), as amended.

DATES: Comments must be received on or before [insert date 30 days
after date of publication in the Federal Register).

ADDRESSES: Submit your comments, identified by docket identification
(ID} number EPA-HQ-OPP-2007-0208, by one of the following
methods:

» Federal eRulemaking Portal: hitp://www.regulations.gov. Follow
the on-iine instructions for submitting comments.

» Mail: Office of Pesticide Programs (OPP) Regulatory Public
Docket (7502P), Environmental Protection Agency, 1200 Pennsyivania
Ave,, NW., Washington, DC 20460-0001.

» Delivery: OPP Reguiatory Public Docket (7502P), Environmental
Protection Agency, Rm. $-4400, One Potomac Yard (South Bldg.), 2777
S. Crystal Dr., Ariington, VA. Deliveries are only accepted during the
Docket’s normal hours of operation (8:30 a.m. to 4 p.m., Monday
through Friday, excluding legal holidays). Special arrangements should
be made for deliveries of boxed information. The Docket teiephone
number is (703) 305-5805.

Instructions: Direct your cornments to docket ID number EPA-HQ-
QOPP--2007—0208. EPA’s policy is that ail comments received wiil be
included in the docket without change and may be made avaiiabie on-
iine at http://www.regulations.gov, including any personai information
provided, uniess the comment includes information ciaimed to be
Confidential Business Information (CBI) or other information whose
disclosure is restricted by statute. Do not submit information that you
consider to be CBI or otherwise protected through regulations.gov or
g-maii. The Federal regulations.gov website is an “anonymous access”
system, which means EPA wiii not know your identity or contact
information uniess you provide it in the body of your comment. If you
send an e-maii comment directiy to EPA without going through
reguiations.gov, your e-maii address will be automaticaliy captured and



2
included as part of the comment that is placed in the docket and made
available on the Internet. If you submit an electronic comment, EPA
recommends that you include your name and other contact information
in the body of your comment and with any disk or CD-ROM you submit.
If EPA cannot read your comment due to technical difficulties and
cannot contact you for clarification, EPA may not be able to consider-

your comment. Electronic files should avoid the use of special
characters, any form of encryption, and be free of any defects ar viruses.

Docket: All documents in the docket are listed in the docket index
available in regulations.gov. To access the electronic docket, go to http:/
/www.regulations.gov, select " Advanced Search,” then "Docket
Search.” Insert the docket ID number where indicated and select the
“Submit” button. Follow the instructions on the regulations.gov web
site to view the docket index or access available documents. Although
listed in the index, some information is not publicly available, e.g., CBI
or other information whose disclosure is restricted by statute. Certain
other material, such as copyrighted material, is not placed on the
Internet and will be publicly available only in hard copy form. Publicly
available docket materials are available either in the electronic docket
at http://www.regulations.gov, or, if only available in hard copy, at the
OPP Regulatory Public Docket in Rm. 5-4400, One Potomac Yard (South
Bldg.}, 2777 S. Crystal Dr., Arlington, VA. The hours of operation of
this Docket Facility are from 8:30 a.m. to 4 p.m., Monday through
Friday, excluding legal holidays. The Dacket telephone number is (703)
305-5805.

FOR FURTHER INFORMATION CONTACT: Susanne Cerrelli, Biopesticides and
Pollution Prevention Division (7511P), Office of Pesticide Programs,
Environmental Protection Agency, 1200 Pennsylvania Ave., NW.,
Washington, DC 20460-0001; telephone number: (703) 308—8077; e-
mail address: cerrelli.susanne@epa gov.

SUPPLEMENTARY INFORMATION:

1. General Information
A. Does this Action Apply to Me?

You may be potentially affected by this action if you are an
agricultural producer, food manufacturer, or pesticide manufacturer.
Potentially affected entities may include, but are not limited to:

* Crop production (NAICS code 111).

+ Animal production (NAICS code 112}.

» Food manufacturing (NAICS code 311).

* Pesticide manufacturing (NAICS code 32532).
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This listing is not intended to be exhaustive, but rather provides
a guide for readers regarding entities likely to be affected by this action.
Other types of éntities not listed in this unit could also be affected.
The North American Industrial Classification System (NAICS) codes
have been provided to assist you and others in determining whether
this action might apply to certain entities. To determine whether you
or your business may be affected by this action, you should carefully
examine the applicability provisions If you have any questions
regarding the applicability of this action to a particular entity, consult
the person listed under FOR FURTHER INFORMATION CONTACT.

B. What Should I Consider as I Prepare My Comments for EPA?

1. Submitting CBI. Do not submit this information to EPA through
regulations.gov or e-mail. Clearly mark the part or all of the information
that you claim to be CBI. For CBI information in a disk or CID ROM
that you mail to EPA, mark the outside of the disk or CD ROM as CBI
and then identify electronically within the disk or CID ROM the specific
information that is claimed as CBI. In addition to one complete version
of the comment that inciudes information claimed as CBI, a copy of
the comment that does not contain the information claimed as CBI must
be submitted for inclusion in the public docket. Information so marked
will not be disclosed except in accordance with procedures set forth
in 40 CFR part 2.

2. Tips for preparing your comments. When submitting comments,
remember to:

i. Identify the document by docket ID number and other identifying
information (subject heading, Federal Register date and page number).

ii. Follow directions. The Agency may ask you to respond to
specific questions or organize comments by referencing a Code of
Federal Regulations (CFR) part or section number.

iii. Explain why you agree or disagree; suggest alternatives and
substitute language for your requested changes.

~ iv. Describe any assumptions and provide any technical
information and/or data that you used.

v. If you estimate potential costs or burdens, explain how you
arrived at your estimate in sufficient detail to allow for it to be
reproduced.

vi. Provide specific examples to illustrate your concerns and
suggest alternatives.

vii. Explain your views as clearly as possible, avoiding the use of
profanity or personal threats.

viil. Make sure to submit your comments by the comment period
deadline identified.
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I1. Registration Applications

EPA received applications as follows to register pesticide products
that contain active ingredients not included in any previously registered
products and/or that entail a changed use pattern pursuant to the
provision of section 3{c){4) of FIFRA. Notice of receipt of these
applications does not imply a decision by the Agency on the
applications.

Products Containing Active Ingredients not Included in any Previously
Registered Products and/or Products for Which a Changed Use Pattern
is Proposed

1. File Symbol: 524-LTL. Applicant: Monsanto Company, 800 N.
Lindberg Blvd., St. Louis, MO 63167. Product name: MON 89034.
Product type: Plant-Incorporated Protectant. Active ingredients: Bacillus
thuringiensis Cry1A.105 protein and the genetic material necessary for
its production (Vector ZMIR 245) in event MON 89034 corn {OECD
Unique Identifier: MON-89034-3) and Bacillus thuringiensis Cry2Ab2
protein and the genetic material necessary for its production (Vector
ZMIR 245} in event MON 89034 corn {OECD Unique Identifier: MON—
89034-3). Proposal classification/Use: None,

2. File Symbol: 524-LTA. Applicant: Monsanto Company, 800 N.
Lindberg Blvd., St. Louis, MO 63167. Product name: MON 83034 x
MON 88017. Product type: Plant-Incorporated Protectant. Active
- ingredients: Bacillus thuringiensis Cry1A.105 protein and the genetic
material necessary for its production (Vector ZMIR 245) in event MON
89034 corn (OECD Unique Identifier: MON-89034-3), Bacillus
thuringiensis Cry2Ab2 protein and the genetic material necessary for
its production (Vector ZMIR 245) in event MON 88034 corn (OECD
Unique Identifier: MON-88034-3) and the previously registered active
ingredient Bacillus thuringiensis Cry3Bb1 protein and the genetic
material (Vector ZMIR 38) necessary for its production in event MON
88017 corn (OECD Unique Identifier: MON-88017--3). Proposal
classification/Use: None.



List of Subjects
Environmental protection, Pesticides and pest.

Director, Biopesticides and Pollution Prevention Division, Office of Pesticide
Programs.

Bl.LING CODE 6560-50-S
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For purposes of this discussion, we are applying the t74.3 definilion of the term
“active ingredient,” in the FIFRA section 3{c){4) analysis. Also, EPA's practice when fwo
applications for the same &.i. have come in at around the same time is also instructive.
It is our cument understanding that, in such cases, EPA publishes a second 3{c){4}
nofice for the later-in-time application.

We believe that in many, if not most cases, EPA should publish a notice pursuant
to Section 3(c){4) 1o announce receipt of applications for sfacked or pyramided
products,  First, Section 3{c)(4) requires publication of notice of an application for
registration if the application concerns "any new aclive ingredient or if it would entaif a
changed use patiem.” {Note: Active ingredients can have a more broad variance
then described here, At this point, if the construct shot or otherwise used to
transform the plant is the same; we have considered It the same active ingredient.
These decisions have been made on a casd by—case bas!s and may vary
dapendmg on the carcumstances) v-pla sorparated-protecta e

Second, stacked or pyramided products are also likely to result in “significant
increase{s] in the level of exposure” to the active ingredient. For example, with respect
to the application discussed in Background above, the stacked aclive ingredienls, which
previously would have been applied by growers seeking to deslroy, repe!, or mitigate
separately ECB and CRW - but not bolh at the same time - now will be avaifable to
growers seeking to destroy, repel, or mitigate either or both pests. This appears, as a
matter of fact, almost cerain to result i in significant increases in the level of exposure to
each active ingredient.

Third, EPA should consider that failing to publish a Section 3(c){4) notice tor an

application for a stacked or pyramided product coutd result in negative implications for
EPA making a NERA functional equivalency argument should NEPA claims be raised in
a litigation on such a registration as there wifl be no public participafion phase during the
decision making process.

With respect to the question of whether EPA is required to publish a 3(c){4)
notice if an active ingredient included in a stack or pyramid has previous!y been noticed,
but not registered, there is an additional reason for publishing another 3(c}{4) nofice for
the pyramided or stacked product. It is our understanding that EPA has published
notices on these second-intime applications in the past under such circumstances. If
this is indeed fhe case, then EPA has essenlially inferpreted a second-in-tme
application of a not-yet-registered active ingredient as a “new aclive ingredient” for
purposes of section 3{c){4). Therefore, under its own interpretation, EPA should publish
a notice for the second-in-time pyramided/stacked PIP. BPPD: [fs this ‘publish the
second in time” practice uniform? i not, it might represent a voluntary practice
and not an Interpretation of what we are required {o do] (Note: My understanding
is that the practice is uniform, but | am not sure.)

Regarding whether conlidential business information {CBY) concems implinge on
this discussion, we note that Siction 10{b) of FIFRA provides that EPA shall not make
public information that, in EPA's judgrment, “conlains or relates to trade secrets or
commercial or financia! information obtained from a person and privileged or
contidential.” To our knowledge, OPF has not made a determination that an application
for registration of a product containing an active ingredient present in previously
registered products constitutes information that should be aftorded confidenfial
treatment. Moreover, EPA makes clear af section 174.9 that the Agency expects CB!
claims for plant-incorporated protectant products to be minimized to the extent possible.
Where an applicant wishes to request CBI treatrnent tor & submission related to a plant-
incorparated protectant, that reguest must accompany the submission to EPA. Failure
to include a request for CBI trealment at the time of submission constitutes a waiver of
such treatment for all information submitted at that time. 40 C.F.R. § t74.9(a). Thus, to
the extent an applicant for registration of a stacked or pyramided product has not
requested CB! treatment for specific data or information concurrent with the submission

- of the application, such applicant has waived the opportunity for confldentlal treatment

of data or informalion associated with such application.

Conclusion

In sum, based on EPA’s stal utory authority, the specific regulations applicable to
plant-incorporated protectants, and EPA's past practices, it appears that it would likely
be most appropriate for EPA to publish a 3(c}{4) notice announcing receipt of a product
in which plant-incorporated protectant active ingredients are stacked or pyramided -
notwithstanding the registration slatus of the active ingredients or whether bath active
ingredients have been previously the subiect of a 3(c){4) nofice for ancther pesticide
product. In mest some cases it 1s likely that the stacked or pyramided product will
contain a “new active Ingredient” under the new PIP rule, In addition, it is likely that
such a producl will "entail a changed use pattem” as that is detined in the Part 152
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.. Sharlene To Atfan Reynolds/DCUSEPA/US@EPA, Susanne
1) Matten/DC/USEPA/US CerrelliDCUSEPAUS@EPA

2 07/23/2007 02:50 PM ce

T bce

Subject Attachments; MON 88034 iRM and Benefits studies plus
comments on Public interest Finding, sweet com and

popcorn uses

Forgot the attachment SRM

Sharlene R. Matten, Ph.D,
Biologist
USEPA/OPP/BPPD (7511P)
1200 Pennsylvania Ave., NW
Washington D.C. 20460
703-605-0514

----- Forwarded by Sharlene Matten/DC/USEPA/MUS on 07/23/2007 G2:51PM -----

To: Susanne Cemelli/DC/USEPA/US@EPA, Alan Reynolds/DC/USEPA/US@EPA

From; Sharlene Matten/DC/USEPA/US

Date: 07/23/2007 02:46PM

Subject: MON 89034: IRM and Benefits studies plus comments on Public interest Finding,
sweet corn and popcomn uses

Susanne - | extracted, from an earlier table you sent to me, all of the [RM and efficacy and . ~

insect spectrum studies that Alan and | are reviewing. We are doing the IRM Plan review
together. [ am doing all of the efficacy and insect spectrum studies. [ did not have all of the
Submission information in all cases, i

[ do not have any document that would he used to make a Public Interest Finding should
there be a conditional registrationunder 3(¢)7(C). | would not assume that registration of
MON 88034 will be an unconditional 3{c)5 registration; therefore, we need to make a Public
Interest Finding and have a document from Monsanto that gives us the appropriate
information to make such & finding.

in addition, we do not have sufficient information (expression and activity) to complete an
IRM assessment for sweet corn. We have no information on popcorn. My recommendation
is that Monsanto withdrawal both the sweet corn and popcorn uses until such information
can be generated and submitted to EPA to support these uses

- Sharlene
Sharlene R. Matten; Ph.D,
Biologist
USEPA/OPP/BPPD (7511P)
1200 Pennsylvania Ave., NW
. Washington D.C. 20460
703-605-0014

{EM and Benelt sludies.doc
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IRM and Benefit Studies for MON 89034

SRM

46951304

B

Camp, R.; Uffman, J.; Vaughan, T.; et.
al. (2006) An Evaluation of the Insect
Bioefficacy of Combined Trait Products
Produced Through Conventional
Breeding: MON 89034 x NK603 and
MON 89034 x MON 88017. Project
Number: 06/01/50/02, MSL/20336.
Unpublished study prepared by

.| Monsanto Company. 24 p.

SRM

46951413

| Macrae, T.; Brown, C.; Levine, S.

(2006) Spectrum of Insecticidal Activity
of Bacillus thuringiensis Cry1A.105
Protein. Project Number: 04/01/39/27,
MS1./20230. Unpublished study
prepared by Monsanto Company. 18 p.

SRM

46951414

Macrae, T., Brown, C.; Levins, S.
(2006) Spectrum of Insecticidal Activity
of Bacillus thuringensis Cry2Ab2
Protein. Project Number: 05/01/62/07,
MSL/20229. Unpublished study
prepared by Monsanto Company. 17 p.

SRM

5799762

46951415

Headrick, J.; Heredia, O.; Oyediran, 1;
et. al. (2006) Assessment of the
Efficacy of Lepidopteran-protected
Corn MON 89034 and MON 89597
Against Major Insect Pest in the United
States, Puerto Rico and Argentina
During 2003-2004 Seasons. Project
Number: 05/RA/39/05. Unpublished
study prepared by Monsanto Company.
18 p.

AR and
SRM

5799762

46951430

Head, G. (2006) Insect Resistance
Management Plan for Second
Generation Lepidopteran-Protected
Corn, MON 89034. Project Number:
06/RA/39/06. Unpublished study
prepared by Monsanto Company. 98 p.

SRM

47079400

A (has
CSF
classified
)

Monsanto Co. (2007) Submission of
Efficacy Data in Support of the
Application for Registration of MON
89034 X 88017. Transmittal of 2




Studies.

SRM 8709763 | 469513- Head, G. (2006) Insect Resistance
06 Management Plan for the Combined
Trait Product MON 89034 X MON
§8017. Unpublished study prepared by
Monsanto Company. 18p.
SRM 470794- Headrick et al. (2006). Assessment of
03 the Efficacy of Insect-protected Corn

MON 89034, MON 89034 X NK 603,
and MON 89034 X MON 88017
Against Major Pests in the Field Trails
Conducted in the U.S. During 2005

11



ahar!ene To Susanne Cerrelli/DC/USEPA/US@EPA
T} Maten/DCIUSEPA/US o Alan Reynolds/DC/USEPA/US@EPA

07116/2007 04:06 PM
bce

Subject Found a bit of bridging for sweet corn — sweet corn stils
deficient

MRID 470794-02, p. 12, has & paragraph comparing the expression levels of the Cry1A.105
and Cry2Ab2 proteins in leaf tissues coliected from MON 89034 sweet cormn growin in Hawaii
during 2007 to the levels previously reporied for MON 89034 field corn grown in the Mainland
U.S. (MRID 468514-03). The field corn data is represented for several localions while the
sweet corn data is represented by one location in Hawaii {a suitable commercial source?).
Additional sweet corn expression data and efficacy data are needed to support the sweet
corn use,

There is no popcorn data of any kind.
Sharlene R. Matten, Ph.D.

Biologist

USEPA/OPP/BPPD (7511P)

1200 Pennsylvania Ave., NW
Washington D.C. 20460
703-805-0514



Sharlene To Mike Mencelsohn/DC/USEPA/US@EPA, Sheryl
3 Matten/DC/USEPA/US Reilly/DC/USEPA/US@EPA, Alan

W 07/ t6/2007 02:18 PM Heynoids;‘DC;‘USEPAIUS@EPA, Janet

cc

bcg

Subject Information to consider Re: MON 89034 & Possible SAP -
Conversation with Steve Knott

Sheryl and Mike:

Alan and | are scheduled to Lead a Sympaosium that we co-organized at the Annaul
Entomological Society of America meeting December 9-12, 2007 at the Town and Country
Resort and Convention Center in San Diego, California.

One of us needs to make sure we are in San Diego as we co-organized this symposium on
Bt crop resistance monitoring (10 speakers - we are in one of the Big Section Symposia so
we should get a lot of folks attending). We do not know yet when this symposium will be
scheduled during that week. We can make a plea with the Organizing Chair for our
Symposium to piaced Dec 9, 18, or 11 as | have been in contact with him several times over
the past few months.

However, for planning purposes, we are safe with Dec. 13 and 14ith, Please advise.
Thank you.

Sharlene

Shariene R. Matten, Ph.D.
Biologist

USEPA/OPP/BPPD (7511P}
1200 Pennsyivania Ave., NW
Washington D.C. 20460
703-605-0514

—--Forwarded by Sharlene Matten/DC/USEPA/US on 07/16/2007 02:14PM -----

To: Mike Mendelsohr/DC/USEPA/US@EPA

From; Steven Knot/DC/USEPA/US

Date; 07/16/2007 01:27PM

cc: Alan Reynolds/DC/USEPA/US@EPA, Janet Andersen/DC/USEPA/US@EPA, Sharlene
Matten/DC/USEPA/US@EPA, Shery! Reilly/DC/USEPA/US@EPA, Susanne
Cerrefli/DC/USEPA/US@EPA

Subject: Re: MON 85034 & Possible SAP - Conversation with Steve Knott

Mike,

It appears we may be able {o accommodate this topic December 12-14, 2007. We could
start in the afternoon of the 12th, proceed through the 13th and part of the 14th {if needed).
if you are interested in proceeding, please compléete the attached profite sheet and retum it
to us by August 17.

Thanks.



Steve

Steven M. Knott

Executive Secretary

FIFRA Scientific Advisory Panel
202-564-0103
knott.steven@epa.gov

Mike,

At this point, it appears that November will not be feasible. I'll proceed with exploring
options for December. {'il let you know as soon as | have any further information.

Thanks.

Stevé

Steven M. Knott

Executive Secretary

FIFRA Scientific Advisory Panel

202-564-0103
knott.steven@epa.gov

Mike Mendelsohn/DC/USEPA/US
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B SubjectMON 89034 & Possible SAP - Conversation with Steve
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Sheryl,

Per your guidance, | talked with Steve Knott about SAP dates and a letter SAP for IRM
issues surrounding MON 85034. | told Steve it was possible that we may not need the SAP,
but that if s0, it would prabably be 1 day. Given the limited scope and time requirements, he
said he may have a date in November (11/6) and that he would get back to me in about a
week. He also said that if they did a November day that they would schedule 2 days as a
buffer.

We also discussed the lefter SAP option. Steve said that the letter SAP is really a letter peer
review and not a SAP. This letter peer review is handled by the affected division (BPPD)
with support from OSCP’s SAP office. I'l update you when | hear from Steve.

Regards,

Mike Mendelsohn

Senior Regulatory Specialist

Office of Pesticide Programs/ Biopesticides and Pollution
Prevention Division (7611P)

U.S. Environmental Protection Agency

1200 Pennsylvania Avenue NW

Washington DC 20460

(703) 308-8715

(703) 308-7026 (fax)

hitp://www. epa.gov/pesticides/biopesticides




" ahariene US To Susanne Cerrelli/DC/USEPA/US@EPA
atten/DC/USEPA/

W ¢C Alan Reynolds/DC/USEPA/US@EPA

i 04/20/2007 08:26 AM bee

Subject Re: Today's meeting @ MONS8S034 xmon 88017; and MON
89034 - follow-up[H]

i changed one row

AR 469513|B Head, G. (2006) Insect Resistance Management Plan
06 for the Combined Trait Product MOON 89034 x MON
88017. Project Number: 06/RA/50/03. Unpublished
study prepared by Monsanto Company. 18 p.

SRM

Sharlene R. Matten, Ph.D.
Biologist

USEPA/OPP/BPPD (7511P)
1200 Pennsylvania Ave., NW
Washington D.C. 20460
703-605-0514

~-~Susanne Cerrelli/DC/USEPA/US wrote: -—--

To: Mika Hunter/DC/USEPA/US@EPA, Rebecca Edelstein/DC/USEPA/USE@EPA, Tessa
Mitofsky/DC/USEPA/US@EPA, Alan Reynolds/DC/USEFA/US@EPA

From: Susanne Cermrelii/DC/AUSEPAIS

Date: 04/19/2007 03:33PM

cc: Mike Mendelsehn/DC/USEPA/US@EPA, John Kough/DC/USEPA/US@EPA, Zigfridas
Vaituzis/DCAUSEPA/US@EPA, Sharlene Matten/DC/USEPA/US@EPA

Subject: Today's meeting @ MON89034 xmon 88017; and MON 89034 - follow-up
Thanks everyone for their valuable input!

Here is a list of the current workload distribution for these new products:

Sharlene expressed the need for a SAP for the IRM issues after our meeting as Alan had
mentioned.

Rebecca will be providing me a list of data and information she needs to wrap up her
reviews. If anyone has noted any deficiencies at this time that they need addressed to
compiete their assessment please et me know.

The current phase 4 date for completion of Science reviews is October 24, 2007,

. The date that our final decision is due is: June 10, 2008.

If you need anything for these reviews, please let me know.

Muchas Gracias! Milie Grazie! Danke! Mercil



Susanne Cerrelli

Regulatory Action Leader

Microbial Pesticides Branch

~ Biopesticides Pollution Prevention Division (7511P)
703-308-8077(w)

[attachment "Table of studies WITH WHO AND CLASSIFICATIONfin .doc" removed by
Sharlene Matter/DC/USEPA/US]



Sharlene To Janet Andersen/DC/USEPA/US@EPA, Sheryl
Matten/DC/USEPA/US Reilly/DCAISEPA/US@EPA

Reynolds/DC/USEPA/US@EPA, Mike

b Mendelsohn/DC/USEPA/US@EPA, Susanne
ce

Subject SAP needed for IRM ijssues -- MON 83034 /2 lep toxin
product: Lower Refuge Requirements requested -- no
previous SAP for Bt corn fo address this issue

Susanne conducted a MON 89034 team meeting today. She asked me to write up the issues
concerning (RM and the need for 2 SAP meeting.

Maonsanto has requested that MON 83034 have significantty lower refuge requirements for
their two-toxin {for lep control -- @ pyramid) product -- Cry1A.105 + Cry2Ab2. They are
requesting a 5% structured non-Bt corn refuge in the Corn Belt (current for 1-tox tep product
is 20%) and a 20% structured non-Bt corn refuge in cotton-growing areas {current for 1-tox
lep product is 50%). These changes to the IRM reguirements for BT corn are significant and
a paradigm shift. Monsanto has submitted data to support their request and modeling
These data need to be reviewed. The PRIA date for this action is 6/10/08.

No data have been submitted to support the popcorn use, Monsanto indicated a
teleconference we had in February, 2007 that they do not even have a popcorn breeding
program. There is no bridging information (IRM, expression, efficacy etc. } to support this
use.

However, we received IRM date to support the sweet corn use and bridging arguments for
the stacked product of Cry1A.105 + Cry2Ab2 + Cry3Bb1. These data were provided in
March, 2007 after a 75-d deficiency letter was issued. | think Monsanto may intend to
submit more sweet corn efficacy data needed for the [RM review. We may need to consider
a renegotiation of the PRIA date to make up for the time lost- for the sweet corn use.

Shartene R. Matten, Ph.D.
Biologist
USEPA/OPP/BPPD (7511F)
1200 Pennsylvania Ave., NW
Washington D.C. 20460
703-605-0514



Sharlene  To "BOGDANCVA, NATALIA N [AGH1000§"

73 Matten/DC/USEPA/US <patalia.n.bogdanova@monsanto.com>
0241242007 12:31 PM cc "BOGDANOVA, NATALIA N [AGM000}
ey <natalia.n.bogdanova@monsanto.com>, Alan

N Reynolds/DC/USEPA/US@EPA, "REDING, H KEITH
cc '

Subject Re: Notes from the phone conversation on February 8, 2007

Natalia -- Thank you for the phone conversation. | have a few corrections to the notes you
have provided. See my comments in green below. Thanks. SRM
----- "BOGDANOVA, NATALIA N [AG/1000]" <natalia.n.bogdanova@monsanto.com> wrote:

To: "BOGDANOVA, NATALIA N [AG/1000]" <natatia.n.bogdanova@monsanto.com:>,
Sharlene Matten/DC/USEPA/US@EPA, Alan Reynolds/DCIUSEPAIUS@EPA

From: "BOGDANQVA, NATALIA N JAG/1000]" <natalia.n.bogdanova@monsanto.com>
Date: 02/08/2007 03:11PM

cc: "REDING, H KEITH JAGH000]" <h.keith.reding@monsanto.com>, "SCHNE!DER,
RUSSELL P ]AG/M920]" <russell.p.schneider@monsanto.com>, "LAHMAN, LINDA K
JAG/1000]" <linda.k.lahman@monsanto.com>, Susanne CerreltiiDC/USEPA/US@EPA,
Mike Mendelschn/DC/USEPA/USEEPA

Subject: Notes from the phone conversation on February 8, 2007

Sharlene,

Thank you for a very informative conversation yesterday. This message is to summarize
the key points of the discussion to make sure we are in agreement

In order to maintain sweet com in Monsantd's application to register MON 89034 and MON
39034 x MON 88017 the following plan was proposed:

Sweet com
® |n order to obtain registration for sweet and popcorn a limited dataset should be
provided.

¢ Leaf expression data for MON 88034 that will be provided by Monsanto should be
sufficient to retain sweet corn in 1he application. EPA agrees we can collect.
expression data from the leaf of flowering MON 89034 sweet corn currently being
grown in Hawaii. The leaf tissue is currently being harvested and the data is |
expected to be submitted to EPA in March 2007,

¢ Limited efficacy data (teaf disk insect bioassay using ECB and FAW) will be also
collected and provided to the Agency within similar timeframe. )

* If necessary, FAW and ECB efficacy can be confirmed in field efficacy trials at a
singte location in 2007-08,

Comments on bullets 2-4:

| didn't say just teaf expression data were adequate. What { said was that a leaf disc
bioassay woutd be the first step one would need to support the sweet corn use. | then
said that Monsanto would need both field efficacy data and field expression data and that



this could be done using the MON 88034 sweet corn currently being grown in Hawaii and
such data would be submitted in Fall 2007. One would have to explain how these data
would be representative of other mainland growing areas for sweet corn in addition to
leaf expression, one needs pollen expression, stalk expression, and ear expression for
pests such as corn earworm, fall armyworm, and European corn borer {(although | would
expect this pest to be of lesser importance for sweet corn given where it is grown tn the
U.S.) at the appropriate plant developmental stages.

e The timing of actions for sweet corn should not affect field corn registration PRIA
date unless that data is submitted later that January 2008, Sharlene indicated that
how the data submitted in March 2007 and later in 2007 to support the sweet corn
use (insect resistance management issues) would affect the PRIA date needs to -
be discussed with Susanne Cerrelli and Mike Mendelsohn as well as any
administrative or reguiatory guestion.

Popcorm
s Popcom varieties of MON 85034 have not been developed yet

¢ Both field efficacy and expression data would need to be submitted at some future
date to address insect resistance management should MON 83034 be registered’
for popcom use.

e Monsanto prefers that popcorn be retained in the registration request but as a
condition of the registration, expression and efficacy data must be provided before
MON 83034 can be commercialized in popcorn. Sharlene pointed out that without
any data to support the popcorn use that this wouild be unlikely. She indicated
that this issue should be discussed further with the RALs, Susanne Cerrelli and
Mike Mendelsohn.

Please, let me know if we understood each other correctly. Thank you very much for your
time and attention to MON 8%034.

Best regards,

Natalia
From: BOGDANOVA, NATALIA N [AG/1000]
Sent: Tuesday, February 06, 2007 11:19 AM
To: ‘'matten sharlene@epa.gov

Ce:  REDING, H KEITH [AG/1000]; SCHNEIDER, RUSSELL P [AG/1920]
Subject: Information fonj today's discussion

Sharlene,
Here is the information we would like to discuss in the call this afternoon.
EP A Discussion Points for MON 89034 Sweet Com

In a January 17, 2007 letter to Monsanto, EPA requested expression data on sweet corn and
popcorn to perform an IRM assessment.

. We can provide expression data on MON 89034 sweet corn by
mid-March 2007. We carrently have MON 89034 sweet corn growing in Hawaili.
The plants are at the flowering stage. We plan to take leaf sainples from up to 10
plants and determine the dry weight expression of Cryi A.1035 and Cry2Ab2,

. Field corn, popcorn and sweet corn all belong to the taxonomic group
Zea mays subsp. mays ; therefore, we expected that the expression level for sweet

Ry
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corn and popcorn to be in the range seen for field corn.

. The proposed IRM plan for sweet corn requires no structured refuge
but rather destruction of the stalks after harvest, before the larvae can mature.
Therefore, the expression level of the proteins should have no impact on the overall
IRM plan,

. MON 89034 has not been bred into popcorn at this time. However, we
would like popcorn included on the label to allow for future use in popcom.

Look forward to talk to you.
Natalia

Natclia N, Bogdanova, D.V.M.
Regulatery Affairs Manager
Monsante Company

800 Nerth Lindbergh Blvd.,
5t. Louis, MO 63167

Tel. (314) 694-3143
FAX (314) 694-3080

This e-mail message may contain privileged and/or confidential information, and is intended
to be recelved only by persons entitled to receive such information. If you have recelved this
e-mail in error, please notify the sender immedately. Please delete it and all attachments
from any servers, hard drives or any other medfa. Other use of this e-mail by you is strictly

prohibited,

All e-mails and atiachments sent and recefved are subject to monitoring, reading and
archival by Monsanto. The recipient of this e-mail is solely responsible for checking for the
presence of "Viruses” or other "Malware’. Monsanto accepts no labliily for any damage
caused by any such code transmitted by or accompanying this e-mail or any attachment.



Sharlene To Susarne Cerrelli/DC/USEPA/US@EPA, Atan
. Matien/DC/USEPA/US Reynoids/DCAISEPA/US@EFPA

07/23/2007 02:46 PM cc

bec

Subject MON 89034: iRM and Benefits studies pius comments on
Pubtic Interest Finding, sweet corn and popcorn uses

Susanne -- | extracted, from an earfier table you sent to me, all of the IRM and efficacy and
insect spectrum studies that Alan and | are reviewing. We are doing the IRM Plan review
together. | am doing all of the efficacy and insect spectrum studies. 1 did not have all of the
Submission information in all cases.

I do not have any document that would be used to make a Public interest Finding shouid
there be a conditional registrationunder 3(c)7{C). ! would not assume that registration of
MON 89034 will be an unconditional 3(c)5 registration; therefore, we need to make a Public
interest Finding and have a document from Monsanto that gives us the appropriate
information to make such a finding.

In addition, we do not have sufficient information (expression and activity) to complete an
IRM assessment for sweet corn. We have no information on popcorn. My recommendation
is that Monsanto withdrawal both the sweet corn and popcom uses until such information can
be generated and submitted to EPA to support these uses

Sharlene

Sharlene R. Matien, Ph.D.
Biologist

USEPA/OPP/BPPD {7511P)
1200 Pennsylvania Ave., NW
Washington D.C. 20460
703-605-0514



Sharlene To Susanne Cerrelli/DC/USEPA/US@EPA

4 Matten/DCAUSEPA/US
PA/ cc Alan Reynolds/DCIUSEPA/US@EPA

£ Q7H6/2007 04:06 PM
. bce

Subject Found a bit of bridging for sweet corn -- sweet corn still
deficient

MRID 470784-02, p. 12, has a paragraph comparing the expression levels of the Cry1A.105
and Cry2Ab2 proteins in leaf tissues collected from MON 89034 sweet com growin in Hawaii
during 2007 to the levels previously reported for MON 88034 field corn grown in the Mainland
U.S. (MRID 469514-03). The field comn data is represented for several locations while the
sweet corn data is represented by one Jocation in Hawaii (a suitable commercial source?).
Additional sweet corn expression data and efficacy data are needed to support the sweet
corn use,

There is no popcorn data of any kind.
Sharlene R. Matien, Ph.D.

Biclogist

USEPA/QOPP/BPPD (7511P)

1200 Pennsylvania Ave., NW
Washington D.C. 20460
703-605-0514



g‘harlenec us To Susanne Cerrelli/DC/USEPA/US@EPA
tten/DC/
atten/DC/USEPA/ cc Alan Reynolds/DC/USEPA/US@EPA

& 07/16/2007 10:50 AM
bee

Subject Submission numbers for MON 89034 and copies of studies

| am working at home today.

1 would appreciate it if you could send me the Submission numbers for all the studies (IRM,
efficacy, insect spectrum) that you gave me and Alan for MON 83034 or the stack. | think
there would be two or three submission numbers. 1 also need a CB-ROM of of all of
Monsanto's submissions. | need to add that information to the reviews,

Also, did you ever get a Pubiic interest Finding. 1 also see no data on sweet corn or popcorn
-- no dose information or efficacy information or justification for sweet corn use or popcormn
(some kind of written rationale). | know that in a teleconference call | had with Monsanto in
February that they might have information to support the sweet corn use this Fall What is
the state of affairs for the sweet corn and popcorn uses?

Thank you for your help,
Sharlene

Sharlene R. Matten, Ph.D.
Biologist

USEPA/OPPBPPD (7511P)
1200 Pennsylvania Ave,, NW
Washington D.C. 20460
703-605-0514



MONSANTO

Natalia N. Bogdanova, D.V.M.
Regulatory Affairs Manager
(314)-694-3143

May 25, 2007

Document Processing Desk (PETN)
Office of Pesticide Programs (7504C)
U.S. Environmental Protection Agency
One Potomac Yard

2777 S. Crystal Drive

Arlington, VA 22202-4501

Attn:  Dr. Sheryl Reilly, Team Leader 92

Subject:

471403.00

Monsanto COMPANY

doo NoaTth LinoBERGH BLvo
St Loang, MissOuRrl 63167
http:/ fwww Monsanrto.com

Response to questions from EPA regarding insect-protected com MON 89034

EPA File Symbol 524-LTL

Dear Dr. Reilly:

This letter 1s in response to the Agency's request from May 16, 2007 to address questions
pertaining to Monsanto's application for the registration of the plant-incorporated protectant
Bacillus thuringiensis (Bt} CrylA.105 and Cry2Ab2 proteins and the genetic material necessary
for their production in com product MON 89034,

Responses to the Agency's questions are included in Volume 2 of this submission. This
submission includes documents that have been classified as ‘A’- non-confidential documents that
can be released to the public. A pdf file is included.

Volume Document Category | Hard pdf. file for
copy E-docket
N/A Cover Letter A ol
N/A Transmittal Document A y N
1 Administrative  Materials for Submission of A N v
Responses to EPA Questions Regarding Application
524-LTL to Register Insect-protected Com MON
39034 (MRID 46951400)
2 Responses to EPA Questions Regarding Application A Y N
524-1L.TL to Register Insect-protected Corn MON
89034 (MRID 46951400)




Dr. S. Reilly Page 2 of 2
May 11, 2006

Shouid you require any additional information regarding this submission please feel free to
contact Dr. Russell Schneider in our Washington office {202-383-2866) or me directly {314-694-
3143).

Sincerely, 7 M :‘ﬂ, /@%{W

Natalia N. Bogdanova, D.V.M.

ce: Mike Mendelsohn, EPA/OPP/BPPD
Russell Schneider, Monsanto
Monsanto Regulatory Files
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TRANSMITTAL DOCUMENT

SUBMITTED BY
Monsanto Company
1300 I (Eye) Street, NW

Suite 450 East
Washington, DC 20005

REGULATORY ACTION IN SUPPORT OF WHICH
THIS DOCUMENT IS SUBMITTED

Administrative Materials for the Registration of Insect-protected Corn MON 89034 (EPA
File 524-LTL)

TRANSMITTAL DATE

May 25,2007

MONSANTO REFERENCE No.

06-CR-172-4

Monsanto Company 06-CR-172E-4 Page 1 of 2



LIST OF SUBMITTED DOCUMENTS

Administrative Materials

Volame 1.  Administrative Materials for the Response to EPA Questions Regarding
Application 524-LTL to Register Insect-protected Corn MON 89034
(MRID 46951428)

MRID Number

Volume 2.  Responses to EPA Questions Regarding Application 524-LTL to Register
Insect-protected Corn MON 89034 (MRID 46951428)

MRID Number 47140301

:./ o =
Company Official: J/M//‘f/"/ m’fm/w May 25, 2007

Natahia N Bo gdanova,’TD.V.-M. Date
Regulatory Affairs Manager
(314) 694-3143

Company Name: Monsanto Company
Company Contact: Russell P. Schneider, Ph.D.

Director, Regulatory Affairs
(202) 383-2866

Monsanto Company 06-CR-172E-4 Page 2 of 2 (?Lf



Natalia N. Bogdanova, D.V.M.
Reguintory Affairs Manager
(314) 694-3143

May 11, 2007

Document Processing Desk (PETN)
Office of Pesticide Programs (7504C)
U.S. Environmental Protection Agency
One Potomac Yard

2777 8. Crystal Drive

Arlington, VA 22202-4501

Attn:  Dr. Sheryl Reilly, Team Leader 92

Subj: Re-classification of the information provided in the submission of supplemental
information to address EPA questions regarding applications 524-LTL and 524-
LTA to register insect-protected corn MON 89034 and MON 89034 x MON
88017 (MRID 47079402)

Dear Dr. Reilly:

This letter is in response to conversations with the Agency regarding re-classification of
information submitted on March 9, 2007 in the response to EPA questions regarding
application to register insect-protected corn MON 89034 and MON 89034 x MON
88017,

By the way of this letter Monsanto amends the confidentiality claims for the information
submitted with the above petitions to re-classify it from current category "A" (non-
confidential documents that can be released to the public) to category "B" (data subject to
the provisions of FIFRA Section 10(g) and therefore protected from disclosure to
multinational or foreign pesticide producers). Monsanto considers this information to be
a competitive advantage because it contains details concerning MON 89034 that are
intended for the regulatory assessment.and that could be potentiatly used by multinational
companies to develop and register their products. Please consider the tables in Monsanto
letters from March 9, 2007 revised as follows:

Monsanto Reference Numbers
04- CR-135E-3
04-CR-138E-3



br. 8. Reilly Page2of2
May 11, 2007
Old New
Volume | Category | Category | Decument
N/A A A Cover letter
N/A A A Transmittal document
1 A A Administrative volume
] C C Confidential staternent of formula
2 A B Supplemental information
3 B B Efficacy report

Should you require any additional information regarding this letter please feel free to
contact Dr. Russell Schneider in our Washington office (202-383-2866) or me directly
(314-694-3143),

Sincerely,

Natalia N. Bogdanova, D.V.M.

cc: Mike Mendelsohn, EPA/QPP/BPPD
Susanne Cetrelli, EPA/QPP/BPPD
Russ Schneider, Monsanto
Regulatory Archives

Monsanto Reference Numbers

04- CR-135E-3
04-CR-138E-3



Matalia N. Bogdanova, D.V.M.
Reguintory Affairs Manager
(314} 694-3143

May 11, 2007

Document Processing Desk (PETN)
Office of Pesticide Programs (7504C)
U.S. Environmental Protection Agency
One Potomac Yard

2777 S. Crystal Drive

Arlington, VA 22202-4501

Atm: Dr. Sheryl Reilly, Team Leader 92

Subj: Re-classification of the information provided in the submission of supplemental
information to address EPA questions regarding applications 524-LTL and 524-
LTA to register insect-protected corn MON 89034 and MON 89034 x MON
88017 (MRID 47079402)

Dear Dr. Retlly:

This letter is in response to conversations with the Agency regarding re-classification of
information submitted on March 9, 2007 in the response to EPA questions regarding
application to register insect-protected corn MON 89034 and MON 89034 x MON
88017.

By the way of this letter Monsanto amends the confidentiality claims for the information
submitted with the above petitions to re-classify it from current category "A" (non-
confidential documents that can be released to the public) to category "B (data subject to
the provisions of FIFRA Section 10(g) and therefore protected from disclosure to
multinational or foreign pesticide producers). Monsanto considers this information to be
a competitive advantage because it contains details concerning MON 89034 that are
intended for the regulatory assessment and that could be potentially used by multinational
companies to develop and register their products. Please consider the tables in Monsanto
letters from March 9, 2007 revised as follows:

Monsanto Reference Numbers
04- CR-135E-3
04-CR-138E-3



Dr. 8, Reilly Page2of2
May 11, 2007
Oid New

Volume | Category | Category | Decument
N/A A A Cover letter
N/A A A Transmittal docement

1 A A Administrative volume

1 C C Confidential statement of formula

2 A B Supplemental information

3 B B Efficacy report

Should you require any additional infermation regarding this letter please feel free to
contact Dr. Russell Schneider in our Washington office (202-383-2866) or me directly

(314-694-3143).

Sincerely,

Natalia N. Bogdaneva, D.V.M.

ce: Mike Mendelsohn, EPA/OPP/RPPD
Susanne Cerrelll, EPA/OPP/BEPD
Russ Schneider, Monsanto
Regulatory Archives

Monsanto Reference Numbers

04- CR-135E-3
04-CR-138E-3



Deficiencies in Monsanto’s submissions for registration of MON 89034 and MON 89034
x MON 88017

Monsanto needs to address the following:

1. Validated detection method protocols and independent lab validations of the
detection methods for Cry1A.105 and Cry2Ab2 in corn need to be submitted.

2. Plant-produced Cryl A.105 shows both a higher-molecular weight
immunoreactive band and lower molecular weight immunoreactive bands in the
western blot analysis in addition to the full-length protein. These additional
bands appear to be absent in the E. coli-produced protein preparation. Monsanto
should address whether these differences are a result of protein purification or
whether these different molecular weight proteins are likely present in the plant.
Monsanto should also explain why use of the E. coli protein as a surrogate for
safety testing is appropriate, given the differences in the protein preparations.

3. Provide the SOPs cited in MRIDs 46951302 (MSL-20145, Study 06-01-50-03),
46951402 (MSL-20311, Study 05-01-39-12), 46951303 (MSL0020479), 46951403
(Study 05-01-39-32, MSL 20285).

4. Discuss determination of equivalence between microbially-produced and plant-
produced Cryl A.105 using the bioactivity assay (described in MR1D 46694604).
Were statistics used? Why was the acceptance criteria determined to be <4 fold
ditference between the mean EC,; values in the corn earworm diet-incorporation
insect biassay?

5. Explain the discrepancy in the EC,, definitions given on pages 11 and 8 in MRID
46951405.

Also, we request electronic copies of the following studies: MRIDs 46951403 (Study 05-
01-39-32, MSL 20285)—need tables only, 46951404 (MSL-20071)—need figures only,
46951405 (MSL-20132; Study 05-01-39-23), 46951407 (MSL-~19931; Study 05-01-62-
04)—need figures only, 46951303 (MSL0020479)—need tables only, 46951408 (MSL-~
19930; Study 05-01-62-03)—need figures only, 46951409 (MSL-19938; Study 05-01-62-
05)—need figures only, 46951402 (MSL-20311, Study 05-01-39-12)—need figures only.



Janet
Andersen/DC/USEP To Rebecca Edelstein/DC/USEPA/US@EPA

AJUS
cc John Kough/DC/USEPAMS@EPA
05/21/2007 02:18

PM Subjéct Re: analytical detection method-- update

We actuaily have regufations in place that say there should be an analytical method for any
tolerance ar tolerance exemption we put in place. Therefore, let's continue to have methods
and let's allow a DNA based method.



Rebecca To Susanne Cerrelli/DC/USEPA/US@EPA

Edelstein/DC/USEPA/U

s cc John Kough/DC/USEPA/US@EPA, Mike
Mendelsohn/DCAJSEPA/US@EPA

05/22/2007 08:55 AM bee

Subject Fw: anaiytical detection method-- update

Susanne,

| think we need Monsanto to subimit an analytical method for detecting Cry1A.105 {DNA
based or protein based). Right now, MON 89034 is the only event in corn that produces
Cry2Ab2, so if Cry2Ab2 is detected, Cry 1A. 105 would also be present. However, the
detection methods are needed for our tolerance exemptions, and we have separate tolerance
exemptions for Cry2Ab2 and CrytA. 105, Also, the tolerance exemptions are not product
specific, so in the future, there may be another product that produces Cry2Ab2 in corn;
therefore, we can't rely on the Cry2Ab2 method to detect Cry1A.105. Please let me know if
you have any questions.

Thanks,
Rebecca )
~~~~~ Forwarded by Rebecca Edelstein/fDC/USEPA/S on 05/22/2007 08:50 AM -—--
Janet
gndersem‘DCfUSEF’NU To Rebecca Edelstein/DC/USEPA/US@EPA
cc John Kough/DC/USEPA/US@EPA
05/21/2007 03:03 PM ohn Kough @

Subject Re: analytical detection method-- update

Won't Cry1A:105 be a new ai? Have a unique identifier? If so, it needs a method or maybe
the chimeric needs a method. Just because they are the only ones right now with Cry2Ab2
does not mean that will always be so.
Rebecca Edelstein/DCUSEPAUS

Rebecca

gde'SE'"fDCf‘USEPNU To Janet AnderseVDC/USEPA/US@EPA
cc John Kough/DC/USEPA/US@ERA

05/21/2007 02:38 PM g @

Subject Re: analytical detection method-- updale

Janet,

Thanks for the guick response, Monsanto is now saying that they don't want to submit the
DNA based method. Instead, they want the lateral fiow method for Cry2Ab2 to be sufficient,
since MON 88034 is the only com product that produces Cry2Ab2. The product also
contains a chimeric protein, Cry1A.105, but because MON 88034 is the only corn event with
Cry2Ab2, detection of Cry2Ab2 enables MON 89034 to be identified. Do you think one
method is sufficient? Or do we need a method that is specific for CrytA. 1057

Rebecca
- Janet Andersen/DCAISEPA/US



YT et Susanne To Sharlense Matten/DC/USEPAUS@EPA, Alan

B CerretlifDC/USEPAUS Reynolds/DC/USEPAUS@EPA
i!h ‘I" 05/03/2007 08:50 AM CC Mike MendelsohniDCJ’USEF‘NUS@EF’A
. bee
E ISV RYLY VT

Subject memorandum of understanding dated February 5, 2007 from
Monsanto - Comments from EPA

Are there any additional comments that we should send monsanto concerning their February 5, 2007
letter that foffowed our meeting on January 25, 20077

Shariene gave me the following feedback yesterday. please let susanne know if there are additions or
corrections to the below item.

We wish that the following item be corrected that is present in Monsantad's February 5, 2007 letter
concerning "Memorandum of understanding, EPA Petition numbers 6F7142 and 8F7143; EPA File
symbols: 524-1.TA and 524-LTL."

Foritem 2 we wish to make the following correction. Separate information needs to be developed to
support the popcorn use. We disagree that expression data { information) developed for sweet corn can
be applied to popcorn.

Please note we plan to add some items to today'’s biotech meeting.
(1) DNA vs ELISA quantification {feedback what is EPA’s purpose of validation when have tol.
exemption)?
(2) Should we renegotiate dates when company gives additional info later that we need { What is Agency
Policy @ late submissions and PRIA dates)?

{a) MARCH 7 irm RESPONSE

{b) Sweet corn expression data that is being developed stil

Thankst

Susanne Cerrelli

Regulatory Action Leader

Microbial Pesticides Branch

Biopesticides Pollution Prevention Division (7511P)

703-308-8077(w)



TIERTTAVYETT Susanne To "BOGDANOVA, NATALIA N [AGH0001

g Cerrelli/DC/USEPA <natalia.n.bogdanova@monsanto.com>
+ E{P us o0 Mike Mendelsohn/DC/USEPA/IS
MM&M'} s }211;231’ 2007 11:03 hee

Subject Re: Notes from the phone conversation on February 6, 2007

Dear Dr. Natalia Bogdanova,

During our preliminary evaluation of MON 89034 and MON 89034 x MON88017,
several iterns were identified that are needed to complete our evaluation.

in order to compiate the evaluation process, we wish to notify you of noted
deficiencies in Morsanto's submissions.

Monsanto nesds fo address the follawing:

1. Validated detection method prolocols and independent iab validations of
the detection meinods for Cry1A105 and Cry2Ab2 in corn need to be
submitted.

2. Piant-produced Cry1A 105 shows both a higher-molecular weight
immuncreactive band and lower molecular weight immunoreactive bands in
the western dlot analysis in agdition to the full-length protein. These
additional bands appear 1 be absent in the E. colf -produced protein
preparation. Monsanto should address whether these differences are a
cesult of protein purification or whether these different molecular weight
protens are likely present i ine plant. Monsanto should aiso explain why
use of the £. coli protein as a surrogate for safety testing is appropriate,
given the gifferences in the proisein preparations.

3. Frovide the SOFs cited in MRIDs 48651302 (MSL-20145, Study
08-(1-80-03), 46951402 (MS1-20311, Study 05-01-39-12), 46951303
(MS1.0025479), 40951403 (Siudy 05-01-39-32, MSL 20285).

4. fascuss getermination ¢f equivalence between microbially-produced
and piaat-oroducss CryTAGS using the bioactivity assay (described in
MRID 46694604) Were statistes used? Why was the acceptance criteria
determited to be <4 foid difterence dbetween the mean EC_ values in the
2orm eanworm diet-incorsaration insect bioassay?

5. Exphae the discrepancy in the EC_ definitions given on pages 11 and 8
in MIRTT 458514035,

Also, we requast electronic copizs of s following studies: MRIDs 46951403
(Study 08-01-39-32, MSL 2028517ne0sd tables oniy. 46951404 (MSL-20071)need
figures only, 48951405 (MSL-20152 Study 05-01-39-23), 46951407 (MSL-19931;
Study 05-01-62-042nasd figures only, 45851303 (M31.0020479)7need tables only,
46951408 (MSL-19330; Siudv 05.01-62-08)Tnesd figures only, 46851409
(MSL-19938, Stuay 05-01-682-05/ . reed. figures only, 46951402 (MSL-20311, Study
08-01-3¢-12)7nasd figures cnly.




Your efforts to address these in a timely manner, would be greatly appreciated.  Of
course if this is not possible, the PRIA date may need to be renegotiated. Please
note that additionat deficiencies may be noted in the fuiure as the evaluations are
not completed at this time. i you have any questions concerning this request,
piease contact Susanne Cerrelli at 703-308-8077.

Susanne Cerreiii

Regquiatory Action Leader

Microbial Pesticides Branch

Biopesticides Poliution Prevention Division {7511P)

703-308-8077(w)
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

JAN 17 2007

Dr. Natalia N. Bogdanova
Regulatory Affairs Manager
Monsanto Company

800 N. Lindberg Bivd.

St. Louis, MO 63167

Dear Dr. Bogdanova:

Subject: MONS89034 x MON 88017 (Cry1A.105, Cry2Ab2 and Cry3Bbt) Corn and
MON89034 (Cry1A.105, and Cry2Ab2) Corn

EPA Petition Numbers: 6F7142 and 6F7143
EPA File Symbols: 524-LTA and 524-LTL

Your applications as submitted under the Pesticide Registration Improvement Act (PRIA)
guaranteed you a regulatory decision for this action category (B81 twice) by June 10, 2008.
Upon review of the subject applications, we have determined that they are incomplete.

The applications will be kept open for a period of 75 days from the date of this letter to
give you an opportunity to address the deficiencies listed below. If you find that you need more
time to satisfy the requirements, you must request an extension in advance of the 75-day
compliance date, and commit to satisfy the deficiencies within a reasonable, stated, period of
time. Your time extension request must also inciude an explanation of why additional time is
required. If you do not comply with this procedure, the Agency may administratively withdraw
your application from further consideration and retire this file without further notice to you, in
accordance with 40 CFR 152.105. Once this is done, you will have to submit a complete new
application should you wish to pursue these actions.

Based upon your response, we may need to renegotiate the current PRIA date of
June 10, 2008. In the interim period, we are placing the data received thus far into scientific
review.

The following deficiencies must be addressed:

1) The insect resistance management (IRM) package for MON 89034 X MON 88017 is
deficient. There is no bridging rationale provided that links the dose and efficacy of the stacked
product to that of each single gene product for each target pest as justification for the proposed
IRM plan for the stacked product.

2) Expression data are necessary for popcorn and sweet corn in order to perform the IRM
assessment.

CONCURRBENCES

SYMBOL P

SURNAME P

DATE | =

.............................................................................................................

‘EPA Form 1320-1A {1/90)

Printed on Recycled Paper " OFFICIAL FltE'CGPY



2.
3) The tolerance petitions request that 40 CFR Part 180 be amended to remove time limitations
for the temporary exemptions from the requirement of a tolerance. These need to be medified
s¢ that you request to amend 40 CFR Part 174.453 and 174.464 to make them permanent
exemptions from the requirement of a tolerance. Temporary tolerance exemptions not only
have time limitations, but are linked to specific experimental use permits.

4) Submit revised labeling consistent with thal approved for your MON 88017 product. OECD
unique identifiers should appear in the ingredient name for events MON 88017 and MON 89034
and the directions for use and insect resistance management sections should be consistent.
Field corn, popcorn, and sweet corn should also be addressed.

5) Marker proteins and inerts need to be listed on the confidential statement of formula (CSF).

On December 14, 2008, your associate, Dr. Russ Schneider indicated that he was
interested in meeting with our staff to address any questions that we may have concerning
these pending applications. In addition to the required information listed above, we wish to
inform you of materials that would assist in expediting the review of your submission, and
guestions that we wish to discuss at such & meeting.

Concerning the IRM assessment we have the following questions:

1} What are the relative comtributions of each toxin {i.e., dose of each toxin and selection}?
Explain "dose” studies and your agsumptions about dominance and inheritance: of resistance,

2) How is Roush's model used for predicting resistance (relative contribution of each toxin) to
ECB? What are the assumpticns?

3) What information, relative to each toxin, is being fitted to the Monsanto revised bollworm
model?

A CD with writable "MS word" files of the submitted data would facilitate incorporating
tables, graphs, and other data from your submissions in our reviews.

Please contact Susanne Cerrelli of my staff at (708) 308-8077 should you have any
guestions or wish to schedule a meeting.

Sincerely,

¢ gef
Microbial Pesticides Branth

Biopesticides and Pollution
Prevention Division (7511P)



Sharlene To Janet Andersen/DC/IUSEPA/US@EPA, Shetyl
Matten/DC/USEPA/US Reilly/DC/USEPA/US@EPA
04/19/2007 03:08 PM CC Patricia Moe/DC/USEPA/US@EPA, Alan

Reynolds/DC/USEPA/US@EPA, Mike

b Mendelsohn/DCUSEPA/US@EPA, Susanne
cc
Subject SAP needed for IRM issues — MON 89034 /2 lep toxin
product: Lower Refuge Reguirements requested — no
previous SAP for Bt corn to address this issue

Susanne conducted 2 MON 89034 team meeting today. She asked me to write up the issues
concerning IRM and the need for a SAP meeting.

Monsanto has requested that MON 89034 have significantly fower refuge requirements for
their two-toxin (for lep controf - a pyramid) product - Cry1A.105 + Cry2Ab2. They are
reguesting a 5% structured non-Bt corn refuge in the Corn Belt (current for 1-tox fep product
is 20%;) and a 20% structured nen-Bt com refuge in cotton-growing areas (current for 1-tox
lep product is 50%). These changes to the IRM requitements for BT corn are significant and
a paradigm shift. Monsanto has submitied data to support their request and modeling
These data need to be reviewed. The PRIA date for this action is 6/10/08.

No data have been submitted to support the popcorn use Monsante indicated a
teleconference we had in February, 2007 that they do not even have a popcarn breeding
program. There is no bridging information (IRM, expression, efficacy etc. } to support this
use.

However, we received IRM data to support the sweet corn use and bridging arguments for
the stacked product of Cry1A.105 + Cry2Ab2 + Cry3Bb1. These data were provided in
March, 2007 after a 75-d deficiency letter was issued. 1 think Monsanto may intend to
submit more sweet corn efficacy data needed for the IRM review. We may need to consider
a renegotiation of the PRIA date to make up for the time lost- for the sweet corn use,

Sharlene R. Matten, Ph.D.
Biologist

USEPA/OPP/BPPE (7511P)
1200 Pennsylvania Ave., NW
Washington B.C., 20460
703-605-0514



MONSANTO

imagine

Natalia N. Begdanova, DV .M. Mansanta Campany

Regulatory dffairs Manager 100 | {EvE} STREET, NW

(314)-694-3143 SUITE 450 EaST
Washmcrown, D.C. zoooy
FHONE f202} 3832866
FAX {202} 7B0-t748

March 9 2007 http:/ Swww.monsanto.com

Document Processing Desk (PETN}

Office of Pesticide Programs (7504C)

U.S. Environmental Protection Agency

One Potomac Yard

2777 S. Crystal Drive

Arlington, VA 22202-4501

Attn:  Dr. Sheryl Reilly, Team Leader 92

Subject: Response to the letter from EPA RE: MON 89034 (Cryl1A.105 and Cry2Ab2)

Corn and MON 89034 x MON 88017 (Cry1A.105, Cry2Ab2, Cry3Bbl) Com
EPA Petition Numbers 6F7142 and 6F7143
EPA File Symbols: 524-LTA and 524-LTL

Dear Dr. Reilly:

This letter is in response to the Agency's request from January 17, 2007 to address questions
pertaining to Monsanto's application for the registration of the plant-incorporated protectant
Bacillus thuringiensis (Bt) CrylA.105 and Cry2Ab2 proteins and the genetic material necessary
for their production in the corn product MON 89034 and MON 89034 x MON 88017. Some of
these questions were clarified at the Monsanto/EPA meeting held on January 25, 2007.

Responses to Agency's questions included in Volume 2 and in a confidential attachment to the
Administrative volume. Additional efficacy data is provided as Volume 3. This submission
includes the following documents that have been classified as ‘A’ (non-confidential documents
that can be released to the public), B’ (data subject to the provisions of FIFRA Section 10(g) and
therefore protected from disclosure to multinational or foreign pesticide producers), .or “C’
(confidential business information). In addition, pdf and/or Word files are included on a ¢€D-
ROM. B

#onsanlo Company 06-CR-172E~2



Dr. $. Reilly Page 2 0f 2
March 2, 2006

Volume | Category Document Hard .pdf or
Copy Word file

N/A A Cover letter N N
N/A A Transmittal document N N

1 A Administrative volume N

I C Confidential statement of formula N

1 A Administrative volume (redacted copy) N

2 A Supplemental information N v

3 B Efficacy report N

Should you require any additional information regarding this submission please feel free to
contact Dr. Russell Schneider in our Washington office (202-383-2866) or me directly (314-694-
3143).

Sincerely,

/ﬁéM e éx/fw R

Natalia N. Bogdanova, D.V.M.

ce: Mike Mendelsohn, EPA/OPP/BPPD
Russell Schneider, Monsanto
Monsanto Regulatory Files
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TRANSMITTAL DOCUMENT

SUBMITTED BY

Monsanto Company
800 N. Lindbergh Blvd.
St. Louis, MO 63167

REGULATORY ACTION IN SUPPORT OF WHICH
THIS DOCUMENT IS SUBMITTED

EPA File 524 - LTL and 524-LTA

TRANSMITTAL DATE

March 9, 2007

MONSANTO REFERENCE No.

06-CR-172E-2

ERE I B

trE 5o

Paaog o

Meonsanto Company 04-CR-172E-2 Page 1 of2
Transmittal Document
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LIST OF SUBMITTED DOCUMENTS

Administrative Materials

Volume 1,

Yoiume 2.

Volume 3.

Administrative Materials for the Submission of Supplemental
Information to Address EPA Questions Regarding Applications 524-
LTL and 524-L.TA to Register Insect-protected Corn MON 89034 and
MON 89034 x MON 88017 (MRID 46951400 and 46951300)

MRID Number

N. N. Bogdanova. 2006. Supplemental Information to Address EPA
Questions Regarding Applications 524-LTL and 524-1.TA to Register
Insect-protected Corn MON 89034 and MON 89034 x MON 88017
(MRID 46951400 and 46951300)

MRID Number

Headrick et al., 2006. Assessment of the efficacy of insect-protected corn
MON 89034, MON 89034 x MON 88017, and MON 89034 x NK603
against major insect pests in the field trials conducted in the U.S. during
2005

MRID Number

Company Official: Méj/@igﬁfwm W})’
-~

Natalia N. Bogdanova, D.V.M., Date
Regulatory Affairs Manager
(314) 694-3143

Company Name: Meonsanto Company . .

BrE s

Company Contact: Russel]l P. Schneider, Ph.D.

Monsanto Company 04-CR-172E-2 Page2 of 2

Director, Regulatory Affairs
(202) 383-2866

Transmittal Document

&)



Title

Administrative Materials for the Submission of Supplemental Information to Address
EPA Questions Regarding Applications 524-LTL and 524-LTA to Register Insect-
protected Corn MON 89034 and MON 89034 x MON 88017
{(MRID 46951400 and 46951300)

Author

Natalia N. Bogdanova, D.V.M.

Registrant Submission Date

March 9, 2007

Regisrant Submitting

Monsanto Company
800 N. Lindbergh Bivd.
St. Louis, MO 63167

Registrant Document No.

04-CR-172E-2 Tiaas

ER I

H i
PEpdoza
H

Veolume 1 of 3
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STATEMENT OF NO DATA CONFIDENTIALITY CLAIM

No claim of confidentiality is made for any information contained in this study on the
basis of its falling within the scope of FIFRA § 10(d}(1)(A), (B), or (C).

Monsanto submits this material to the United States Environmental Protection Agency
specifically under the requirements set forth in FIFRA as amended, and consent to the
use and disclosure of this material by EPA strictly in accordance with FIFRA. By
submitting this material to EPA in accordance with the method and format requirements
contained in PR Notice 86-5, we reserve and do not waive any rights involving this
material that are or can be claimed by the company notwithstanding this submission to
EPA.

Company: Monsanto Company

Company -
Agent: M’& o % Laaada
Natalia N. Bogdanova, D'V.M.
Regulatory Affairs Manager

Date: + March 9, 2007

Monsanto Company 04-CR-172E-2 Page 2 of 20 -

(25)



GLP COMPLIANCE STATEMENT

This volume provides the administrative materials for the submission of supplemental
information to address EPA questions regarding applications 524-LTL and 324-LTA to
register insect-protected corn MON 89034 and MON 89034 x MON 88017 (MRID

46951400 and 46951300) and therefore were not developed in compliance witk 40 CFR
Part 160,

Submitter Date
Natatia N. Bogdanova, D.V.M.
Regulatory Affairs Manager

T

CEE I

Monsanto Company 04-CR-172E-2 Page 3 of 20
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Application to Register (Form 8570-1)
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Certification with Respect to Citation of Data (Form 8570-34)

Data Matrix (Form 8370-35)
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Form Approved. OMB No. 2070-0060. Approval Expires 2.28-95

Please read instruclions on reverse before compleling form.
- United States Registration 35: ;zf“""‘fe’
WE PA Environmental Protection Agency D Amendment
Washington, DC 20460 m Other
Application for Pesticide — Section |
1. Company/Product Number 2. EPA Product Manager 3. Proposed Classification
File Symbol 524-LTL and 524-LTA Shervl Reilly
CompanyfProduct (Name) PM# m None D Restricted
MON 89034 and MON 89034 x MON 88017 90
5. Name and Address of Applicant {include 2P Code) 6. Expedited Review. In zccordance with FIFRA Section 3{c)(3)B){), my
Monsante Company product is similar or identicat in composition and labeling fo:
800 North Lindbergh Blvd. EPA Reg. No.
St. Louis, MO 63167
El Check if Ihis is & new address Product Name
Section — 11
] Amendment - Explain below Fielprinld nbel n esponse o
I:I Resubmission in response lo Agency lelter dated “Me Too” Application.
I:I Motification — Explain helow, Other — Explain below.

Explanation: Use additional page(s) if necessary. {For Section | and Section IL.)
Submission of Supplemental( Information to Address EPA Questions Regarding Applications 524-LTL and 524-LTA to Register Insect-
protected Corn MON 89034 and MON 89034 x MON 88017 (MRID 46951400 and 46951300)
Section - il
1. Material This Product Wit Be Packaged {n:

Child-Resistanl Packaging Unit Packaging Water Soluble Packaging 2. Type of Container
Yes* D Yes Yes D Melal
Plaslic
No No Ne
L] L] ] ] e
* Certification must L CLY No, per If “Yes” No. per [_] Paper
be submitted Unil Packaging wgl. Conlainer Package wgt. Conlainer
[T other
{Specify)
3. Location of Net Conlents Information 4. Size{s) Retail Container 5. Location of Label Direclions
D Label D Container . On Label
Various [ on Labefing accompanying product
6. Manner in Which Label is Affixed lo Product D Lilnograph D Other
Paper glued
Slenciled

Section IV

1. Contact Point {Complefe flems directly below for identification of individuaf to be confacted, if necessary, o process this applicalion. )

Name Tille Telephone No. {include Area Code)
. . . £l
Russel! P. Schneider Director, Regulatory Affairs (202} 8??72866
' Certification 6; Dale,Applicalion
| certify thal the statements | have made on this form and all aftachmentis therelo are frue, accurate and complete. *, Reneived
! acknowledge thaf any knowingly false or misteading stalement may be punishable by fine or imprisonment! or » nentve
both under applicable faw. e >
; ; {Stamped)
2. Signature 3. Tie YT RS
M//&@[m Regulatory Affairs Manager . R
4. Typed Name 5. Dale - h:# ; Ty
Natalia N. Bogdanova Tel. (314) 694-3143 March 9, 2007 o ’
Fr Iz
B H

+ |
< EPA Form 8570-1 (Rev. 3-84) Previous editions are obsolete. White - EPA File Copy [original)  Yellow - Applicant €

Monsanto Company 04-CR-172E-2 Page 6 of 20



CONFIDENTIAL STATEMENT OF FORMULA

{CBI Cross Reference Number 1}

Monsanto Company 04-CR-172E-2 Page 7 of 20



401 M Street, 5. W.

6E PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
WASHINGTON, D.C. 20460

Certification with Respect to Citation of Data

Applicant's/Registrant's Name, Address, and Telephone Number: EPA Registration Number / File Symbaol:
Monsanto Company, 800 North Lindbergh Bivd,, St. Louis, MO 83167 Tel 524-LTL and 524-LTA
{314} 694-3143
Active Ingredient)s) andfor representative test compound({s): Date:
Bacilfus fhuringfensis Cry1A.105 and Cry2Ab2 proteins and the genetic material wMarch 9, 2007
necessary for their production in corn
General Usa Pattemn{s) (list all those claimed for this product using 40 CFR Part t58; Product Name:
Terrestrial field crop > lLepidopteran-Protected Com (MON 839034)
> Lepidopteran and Coleopteran protected and
glyphosate tolerant com {MON 89034 x MON B88017)

NOTE: If your product is a 100% repackaging of another purchased EPA-registared product labeled for alt the same uses on your label, you do not
need to submit this form. You myst submit the Formulator's Exemption Statement (EPA Form 8570-27).

D | am responding to a Data-Call-in Notice, and have included with this form a list of companies sent offers of compensation {the Data Matrix
form should be used for this purpose).

Section I: METHOD OF DATA SUPPQRT {(Check one method only)

D | am using the cite-all method of support, and have included with m | am using tha sefective method of support (or cite-all option
this form a list of companies set offers of compensation {the under the selective method), and have included with this form a
Data Matrix Form shoutd be used for this purpose). completed list of data requirements (the Data Matrix form must
he used).
Section I: GENERAL OFFER TO PAY
D [Required ¥ using the cite-afl method or when using the cite-all option under the selective method to satisfy one or more data requirements)

! SRY Qlier and aarea 10 0d Qe REAE00N Q OUEF DEeTSOE fWITY FELIGI L0 TFre o DaLaTeNY vl 1) 1 = ¥ ¥] = UL MEN 0 NG exien i 4] i U

Section lll: CERTIFICATION

| certify that this application for ragistration, this form for reregistration, or this Data-Cafl-In response is supported by all data submitted or cited
in the application for registration, the form for regisiration, or the Data-Catl-in response. in addition, if the cite-all option or cite-all option under the
selectiva method is indicated in Section 1, this application is supported by all data in the Agency's files that (1) concern the properties or effects of this
product or an identical or substantially similar product, one or more of the ingredients in this product; and {2) is a type of data that would be required to
te submitled under the data requirements in effect on the date of approval of this application il the applicalion sought the initial registralion of a product
of identical or similar composition and uses.

M | cerify that for each exclusive use study cited in suppon of this registration or reregistration, that | am the original data submitter or that | have
obtained the writlen permission of the original data submilter to cite that study.

{ certify that for each study cited in support of this registration or reregistration that is not an exclusive use study, either: (a) | am the original data
submitter; {b) | have obtained the permission of the original data submitter to use the study in suppart of this application; (c) all perods of eligibility for
compensation have expired for the study; {d) the study is in the public literature; {e) | have notified in writing the company that submitted the study and
have offered {i) to pay compensation to the extent required by sections 3{c){(1){F) andfor 3{c)(2){B} of FIFRA; and {ji) to commence negoliations to
determine the amount and terms of compensation, if any, to be paid for the use of the study.

| certify that in all instances where an offer of compensation is required, copies of all offers to pay compensation and evidence of their defivery in
accordance with sections 3{c)(1)(F) andfor 3(c)(2){B) of FIFRA are available and will be submitted to the Agency upon request. Shoulg | 1ail to produce
such evidence to the Agency upon request, | understand that the Agency may initiate action 10 deny, cancel or suspend the registration of my praduct in
conformity with FIFRA,

| certify that the statemenis ! have made on this form and al! attachments to it are true, accurate, and complete. | acknowledge that
any knowingly faise of misleading statement may be punishabie by fine or imprisonmen] of both under the applicable law.

Signature Date Typed or Printed Name and Title

- o ot
Ms/;; /Iéfﬁﬁw March 9, 2007 Natalla N. Bogdanova, D.V.M,,

Regulatory Affairs Manager

Pfease read instrucffons on reverse before compfeting form. Form Approved. OMB No. 2070-0040.

Monsanto Company 04-CR-172E-2 Page 8 of 20
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YEPA

Form Approved OMB No, 2070-0080

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.

Washington, D.C. 20460

Paperwork Roduction Act Notice: The public reporiing burden for this collection of information {s estimated to average 0.25 hours per response for registralion aclivilies and 0.25 hours per
response for reregistralion and special review aclivilies, incluging lime for reading the inslructions and compteting the necessary forms. Send comments regarding the burden eslimate or any

other aspect of this collection of information, including suggestions for reducing the burden to: Direclor, OPPE Information Management Bivision {2137), U.S. Environmental Protection Agency,
401 M Streel. S W.. Washington, DC 20460. Do not send the form (o this address.

DATA MATRIX

Dale: March 9, 2007

EPA Reg. No.JFile Symbol: 524-LTL and 524-
L.TA

Page 10f 2

Applicant's/Registrant's Name & Address:
Monsanis Company, 800 Norih Lindbergh Blvd., Si. Louis, MO 63 (67

Producl. MON 89034 and MON 89034 = MON 88017

tngredient
MON-89234-3}

Baciffus thuringiensis Cry1A. 105 and Cry2Ab2 proleins and the genetic material {veclor PV-ZMtR245) necessary for lheir production in MON 858034 corn (OECD Unigue Identifier.

Guideline Reference
Number

Guideline Study Name

MRID Number

Subrniter Status

Note

N.N. Bogdanova, 2007, Adminisiralive Materiats for
Submission of Supplemental Information to Address EPA
Questions Regarding Applications 524-L TL and 524-LTA
to Register insect-prolected Corn MON 88034 and MON
89034 x MON 88017 (MRID 4695 1400 and 45951300)

Monsanio Company OWN

This Submission

N. N. Bogdanova. 2006, Supplemental Information to
Address EPA Questions Regarding Applicalions 524-LTL
and 524-LTA lo Register tnsect-protecied Corn MON
89034 and MON 89034 x MON 88017 (MRID 46951400
and 46951300}

Headrick et al., 2006. Assessment of the efficacy
of insect-protected corn MON 89034, MON 83034
x MON 88017, and MON 89034 x NK603 agatnst
major insect pests in the field trials conducted in
the U.S. during 2005

Monsanto Company OWHN

This Submission

Monsanto Company OWHN

This Submissicn

Signature % 4/’ M - j/ @WgﬁW&_‘

Date
Name and Title March 9, 2007
Natalia N. Bogdanova, D.V.M.
Regutatory Affairs Manager

Monsanto Company

)

04-CR-172E-2
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. Form Approved OMB No. 2070-0060
vEPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washington, D.C. 20460

Paperwork Reduclion Acl Notice: The public reporting burden for this collection of infarmation is eslimaled lo average 0,25 hours per response for registration activilies and 0.25 hours per
response for reregistration and special reviews aclivilies, including lime for reading ihe instructions and completing the necessary forms. Send comments regarding the burden estimale or any

olher aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Managemeni Division (2137}, U.S. Environmental Protection Agency,
401 M Streel, S, Washinglon, DC 20460. Do noi send the form 15 Whis address.

DATA MATRIX

Daie: March 9, 2007 EPA Reg. No.File Symbol: 524-LTL Page 1 of 1
angd 524-LTA

Applicant's/Registrant's Name & Address:
Monsanlg Company, 800 N, Lindbergh Blvd,, 51, Louis, MO 63167 Product:  MON 88034 and MON 83034 x MON 88017

Ingredient Bacifius thuringiensis Cry1A.105 and Cry2Ab2 Proteins and the Genetic Materiat (Vector PV-ZMtR245) Necessary for their Production in MON 89034 com (QOECD Unigue
Identifier: MON-892334-2

Guideline Reference Number Guideline Siudy Name MRID Number Submitier Slalus Nete
Monsanlo Company QWN This Application
Monsanio Company OWN This Application
Monsanlo Company OWN This Appticalion
Signalure - Name and Tille Date
Mﬂ”{/ ) /// W e et T Nalalia N. Bogdanova, D.V.M. March 8, 2007
Regulalory Affairs Manager
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MON 89034

Corn Borer -Protected Corn
(OECD Unique Identifier: MON-89@34-3)

This product is effective in controlling damage caused by corn borer, fali armyworm,

corn earworm and corn rootworm larval feeding on stalks, leaves, and ears of field corn,
popeorn, and sweet corn.,

Active Ingredient:
Bacillus thuringiensis Cryt A.105 protein and the genetic material necessary for
its production (Vector ZMIR 245) in event MON 89034 corn (OECD Unique
Identifier: MON-89034-3).... e ..0.0031 - 0.0084%
Bacillus thuringiensis Cry2Ab2 protein and the genetic material necessary for its
production (Vector ZMIR 245) in event MON 89034 corn (OECD Unique
Identifier: MON-89(334-3).... it ..0.0030 - 0.0057%

Other Ingredients: none

Percentage (Wt/wt) on a dry weight basis whole plant (forage).

CAUTION

KEEP QUT OF REACH OF CHILDREN
NET CONTENTS

EPA Registration No. 524-LTL

EPA Establishment No. 524-MO-002
Monsanto Company

800 North Lindbergh Blvd.
St. Louis, MO 63167

Monsanto Company 04-CR-172E-2 Page 11 of 20 @



BIRECTIONS FOR USE

It is a violation of Federal law to use this seed in any manner inconsistent with this
labeling. The following information regarding commercial production must be included
in the MON 89034 corn Technology Use Guide (TUG) and the Insect Resistance
Management (IRM) Guide.

MON 89034 protects corn crops from leaf, stalk, and ear damage caused by corn borers.
In order to minimize the risk of these pests developing resistance to MON 89034 corn, an
insect resistance management plan must be implemented which includes planting of a
structured refuge.

INSECT RESISTANCE MANAGEMENT

Growers of MON 89034 must adhere to all of the fellowing refuge requirements.

Growers in counties in which no cotton is grown (e.g., counties in the northern corn belt)
must plant a minimum of 5% non-lepidopteran-protected com as a structured refuge.
Growers in counties in which cotton is grown must plant a minimum of 20% non-
lepidopteran-protected corn as a structured refuge.

The refuge must be placed within ¥ mile (within ¥ mile preferred) of the MON 89034
field. When planting the refuge in strips, the strips must be at least four rows wide.

Insecticide treatments for control of European corn borer, southwestern corn borer and
cort earworm may be applied only if economic thresholds are reached for one or more of
these target pests. Economic thresholds will be determined using methods recommended
by local or regional professionals {e.g., Extension Service agents, crop consultants).
Microbial Bt insecticides cannot be applied to the refuge acres.

These refuge requirements will not apply to operations engaged in the propagation of
inbred and hybrid seed corn.

CORN INSECTS CONTROLLED OR SUPPRESSED

MON 89034 field corn, sweet corn and popcorn produce the Bt proteins, Cryl A 105 and
Cry2Ab2, that control or suppress the following lepidopteran and coleopteran insects:

European corn borer (Ostrinia nubilalis)

Corn earworm (Helicoverpa zea)

Falt armyworm (Spodoptera frugiperda)
Southwestern corn borer (Diatrea grandiosella)
Southern cornstaik borer (Diatraea crambidoides)
Sugarcane borer (Diatrea saccharalis)

MON 89034 is a preduct of Monsanto’s research program offering unique genetic
characteristics for specific grower needs and may be protected by one or more of the
following U.S. Patents: 38-21(52905); 38-21 (53618).

Monsanto Company 04-CR-172E-2 Page 12 of 20



MON 89034 x MON 88017

Corn Borer and Rootworm-Protected Corn
(OECD Unique Identifier: MON-890334-3 x MON-88@17-3)

This product is effective in controlling damage caused by corn borer, fall armyworm,
corn earworm and corn rootworm larval feeding on stalks, leaves, ears, and roots of field
comm, popeorn and sweet corn.

Active Ingredient:
Bacillus thuringiensis Cry | A.105 protein and the genetic material necessary for
its production (Vector ZMIR 245) in event MON 89034 corn (OECD Unique
ldentifier: MON-89@34-3)....cccccvvnvriiiiiieiiiinen e .2020.0031 - 0.0084%
Bacillus thuringiensis Cry2 Ab2 protein and the genetic material necessary for its
production (Vector ZMIR 245} in event MON 89034 corn (OECD Unique
Identifier: MON-89@34-3). .o 0.0030 - 0.0057%
Bacillus thuringiensis Cry3Bbl protein and the genetic material necessary for its

production (Vector ZMIR39) in event MON 88017 corn (OECD Unique
Identifier: MON-8BD17-3)...cccivnnriiniiiiiiieiiie e 00,0037 - 0.0070%

Other Ingredients:

Substance produced by a marker gene and the genetic material necessary for its
production (Vector ZMIR39) in event MON 88017 corn (OECD Unique
ldentifier: MON-88@17-3)...cccoicrviiiciiiecicee e .0.0042 - 0.0069%

Percentage (wt/wt) on a dry weight basis whole plant (forage).

CAUTION

KEEP OUT OF REACH OF CHILDREN
NET CONTENTS

EPA Registration No. 524-LTA _

EPA Establishment No. 524-M(-002
Monsanto Company

800 North Lindbergh Blvd.
St. Louis, MO 63167

Monsanto Company (04-CR-172E-2 Page 13 of 20



DIRECTIONS FOR USE

It is a violation of Federal law to use this seed in any manner inconsistent with this
labeling. The following information regarding commercial production must be included
in the MON 88017 corn Technology Use Guide (TUG) and Insect Resistance
Management (IRM) Guide.

MON 89034 x MON 88017 protects corn crops from leaf, stalk, and ear damage caused
by com borers and root damage caused by corn rootworm larvae. In order to minimize
the risk of these pests developing resistance to MON 89034 x MON 88017 comn, an insect
resistance management plan must be implemented which includes planting of a structured
refuge.

INSECT RESISTANCE MANAGEMENT

For MON 89034 x MON 88017 corn grown in non-cotton growing regions of the United
States, two options for deployment of the refuge are available to growers. Growers in
counties in which no cotton is grown (e.g., counties in the northern cormn belt) must plant
a minimum of 5% non-lepidopteran-protected corn as a structured refuge. Growers in
counties in which cotton is grown must plant a minimum of 20% non-lepidopteran-
protected corn as a structured refuge.

Growers may choose to plant a common refuge for both corn borer and corn rootworm
pests, or they may choose to plant separate corn borer and corn rootworm refuges. For
growers who do not typically apply insecticides for control of corn borers, the common
refuge option may be appropriate. In regions where corn borer infestations are high,
growers may benefit from planting separate corn borer and corn rootworm refuges. This
option is appropriate when corn borer infestations are expected to exceed economic
thresholds. The benefit of a separate refuge allows the grower to manage corn borer in
both the corn rootworm refuge (by planting corn borer-protected corn in this refuge) and
corn borer refuge (by applying conventional insecticides) without having to spray the
entire MON 89034 x MON 88017 field (Common Refuge Option: Refuge Management).

1. Common Refuge Option

a) Refuge Size - Growers must plant a minimum of 20% non-Bt corn as a structured
refuge. This refuge size applies throughout the US.

b) Refuge Placement and Configuration - The refuge must be placed within or
adjacent to the MON 89034 x MON 88017 field. Refuge deployment options
include continuous blocks adjacent to the MON 89034 x MON 88017 field,
continuous blocks within the MON 89034 x MON 88017 field, strips around the
MON 89034 x MON 88017 field, or strips within the MON 89034 x MION 88017
field. When planting the refuge in strips, the strips must be at least four rows
wide.

c) Refuge Management - The refuge and MON 89034 x MON 88017 acres should
be managed under comparable agronomic regimes. In MON 89034 x MON
88017 fields where corn is cropped continuously, refuge acres should be planted
in a continuous cropping tegime. The refuge may be placed on first-year comn

Monsanto Company 04-CR-172E-2 Page 14 of 20



acres only if the MON 89034 x MON 88017 corn is planted on first-year corn
acres. Growers have the option of applying conventional insecticides to the corn
refuge for control of corn rootworm larvae and other soil pests. The refuge can
also be treated with a non-Bt insecticide to control late season pests such as corn
borer or corn rootworm adults. However, if growers opt to treat the refuge while
adult corn rootworm are present, then the MON 89034 x MON 88017 acres must
be treated in a like manner. Microbial Bt insecticides cannot be applied to the
refuge acres.

2. Separate Refuge Option

The Corn Rootworm Refuge:

a)

b)

Refuge Size — Growers must plant a minimum of 20% non-com rootworm-
protected corn (i.e., corn not containing Cry3Bbl protein) as a structured refuge.
This refuge size applies throughout the US. This refuge should be planted with
corn borer-protected com (e.g., MON 89034). A separate corn borer refuge also
must be established (see Corn Borer Refuge below).

Refuge Placement and Configuration - The refuge must be placed within or
adjacent to the MON 89034 x MON 88017 field. Refuge deployment options
include continuous blocks adjacent to the MON 89034 x MON 88017 field,
continuous blocks within the MON 83034 x MON 88017 field, strips around the
MON 89034 x MON 88017 field, or strips within the MON 89034 x MON 88017
field. When planting the refuge in strips, the strips must be at least four rows
wide.

Refuge Management - The refuge and MON 89034 x MON 88017 acres should
be managed under comparable agronomic regimes. In-MON 89034 x MON
88017 fields where corn is cropped continuously, refuge acres should be planted
in a continucus cropping regime. The refuge may be placed on first-year com
acres only if the MON 89034 x MON 88017 corn is planted on first-year com
acres. (Growers have the option of applying conventional insecticides or seed
treatments to the com refuge for control of corn rootworm larvae and other soil
pests. The refuge can also be treated with a non-Bt insecticide to control late
season pests. However, if growers opt to treat the refuge while adult corn
rootworm are present then the MON 89034 x MON 88017 acres must be treated
in a like manner. Microbial Bt insecticides cannot be applied to the refuge acres.

The Com Borer Refuge:

a)

b)

Refuge Size - Growers in counties in which no cotton is grown (e.g., counties in
the northern corn belt) must plant a minimum of 5% non-Bt corn as a structured
refuge. Growers in counties in which cotton is grown must plant a minimum of
20% non-Bt corn as a structured refuge.

Refuge Placement and Configuration - The refuge must be placed within % mile
(within % mile preferred) of the MON 89034 x MON 88017 and corn rootworm
refuge fields. When planting the refuge in strips, the strips must be at least four
rows wide.

Monsanto Company 04-CR-172E-2 Page 15 of 20



¢) Refuge Management - Growers have the option of applying conventional
insecticides or seed treatments to the refuge for control of corn rootworm larvae.
Insecticide treatments for control of European corn borer, southwestern corn borer
and corn earworm may be applied only if economic thresholds are reached for one
or more of these target pests. Economic thresholds will be determined using
methods recommended by local or regional professionals (e.g., Extension Service
agents, crop consultants), Microbial Bt insecticides cannot be applied to the
refuge acres.

These refuge requirements will not apply to operations engagéd in the propagation of
inbred and hybrid seed corn.

Monsanto Company 04-CR-172E-2 Page 16 of 20
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MON 89034 corn refuge placement and configuration options:

Examples of a Within Field Refuge:

Strips

Block

Example of an Adjacent and Separate Field Refuge Legend
: MON 89034 Corn

?}; Refuge Corn; > 4 rows wide
s %4 Non-Bicrop
Adjacent: =
Separated by road, path, Separate: <% Mile: m m Road, path, ditch, etc.
ditch, etc., but

not by another field.

MON 88017 corn refuge placement and configuration options:

Examples of a Within Field Refuge

MON 88017 Corn

Refuge Corn (2 4 rows wide)

m w Road, path, ditch, etc.

Adjacent:
Separated by road, path, ditch, etc., but
not by another field.

Monsanto Company 04-CR-172E-2 Page 17 of 20
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MON 89034 x MON 88017 corn: Common refuge placement and configuration
options for MON 88017 and MON 89034

Exampie of Adjacent Field Common Refuge
for MON 88017 and MON 89034

MON 89034 x MON 880i7 Comn

Refuge Corn (= 4 rows wide)
m 8 Road, path, ditch, ete.

Adjacent =
Separated by road, path, diteh, ete., but
not by another fieid.

Monsanto Company 04-CR-172E-2 Page 18 of 20



MON 89034 x MON 88017: Separate refuge placement and configuration options
for MON 88017 and MON 85034

Examples of within field MON 88617
and Separate Field MON 89034 Refuge

Edges Strips

Example of Adjacent Field MON 838017

and Separate Field MON 89034 Refuge
pn - e E_ i Legend
- e
o MON 89034 x MON
LT R
"a':cz"_“’ 3::»_35":\;
;’ MON 88017 Refuge — MON 89034
;“Egé:\%f&; (= 4 rows wide)
R MON 89034 Refuge (2 4 rows wide)
= < % Mile:

Adjacent:
Separated by road, path, ditch,
etc., but not by another field.

Non-corn crop
W 3 Road, path, ditch, ete.

Monsanto Company 04-CR-172E-2 Page 19 of 20




CORN INSECTS CONTROLLED OR SUPPRESSED

MON 89034 field corn, popcorn, and sweet corp produce the Bt proteins, Cry1A. 105,
Cry2Ab2, and Cry3Bb1, that control or suppress the following lepidopteran and
coleopteran insects:

European corn borer (Ostrinia nubilalis)

Corn earworm (Helicoverpa zea)

Fall armyworm (Spodoptera frugiperda)

Southwestern corn borer (Diatrea grandiosella)

Southern cornstalk borer (Diatraea crambidoides)

Sugarcane borer (Diatrea saccharalis)

Western corn rootworm (Diabrotica virgifera virgifera)

Northern corn rootworm (Diabrotica barberi)

Mexican corn rootworm (Diabrotica virgifera zeae)

MON 89034 x MON 88017 is a product of Monsanto’s tesearch program offering unique
genetic characteristics for specific grower needs and may be protected by one or more of
the following U.S. Patents: 38-21(52905); 38-21 (53618); 4,940,835; 5,164,316;
5,188,642; 5,196,525; 5,322,938; 5,359,142, 5,633,435; 5,641,876; 5,717,084; 5,728,925
5,804,425; and 6,501,009.

Monsanto Company 04-CR-172E-2 Page 20 of 20






Title

Administrative Materials for the Submission of Supplemental Information to Address
EPA Questions Regarding Applications 524-LTL and 524-LTA to Register Insect-
protected Corn MON 89034 and MON 89034 x MON 88017
(MRID 46951400 and 46951300)

CONFIDENTIAL ATTACHMENT

Author

Natalia N. Bogdanova, D.V.M.

Registrant Submission Date

March 9, 2007

Registrant Submitting

Monsanto Company
800 N. Lindbergh Blvd.
St. Louis, MO 63167

Registrant Document No.

04-CR-172E-2

Volume 1 of 3

Monsanto Company 04-CR-172E-2 Page 1 of 4
Confidential Attachment



EPA Registration File No. 524-575 {(Vol. 1).
Page is not included in this copy.

Pages 234 through 236 are not included in this copy.

The material not included contains the following type of
information:

Identity of product inert ingredients.

Identity of product impurities.

Description of the product manufacturing process.
Description of quality control procedures.
Identity of the source of product ingredients.
Sales or other commercial/financial information.
A draft product ilazbel.

X The product confidential statement of formula.
Information about a pending registration action.
FIFRA registration data.

The document is a duplicate of page(s)

The document 1s not responsive to the request.
Proprietary information pertaining to the chemical
composition of an inert ingredient provided by the source
of the ingredient.

Enforcement sensitive information.

Attorney-Client Privilege.

Claimed Confidential by submitter upon submission to the
Agency.

Internal Deliberative Information.

* The information not included is generally considered confidential by product
registrants. If you have any gquestions, please contact the individual who
prepared the response to your reguest.




Shatlene To "BOGDANOVA, NATALIA N [AG{1000}"

7y Matten/DC/USEPA/US <natalia.n.bogdanova@monsanto.com>

021M2/2007 12:31 PM cc "BOGDANGCVA, NATALIA N {AG/1000]"
<natalia.n.bogdanova@monsanto.com>, Alan

Reynolds/DCAISEPARIS@EPA, "REDING, BKEITH
becec

Subject Re: Notes from the phone conversation on February 6, 2007

Natalia -- Thank you for the phone conversation. | have a few corrections to the notes you
have provided, See my comments in green below. Thanks. SRM
----- "BOGDANOVA, NATALIA N JAG/000]" <natalia.n.bogdanova@monsanto.cams> wrote:

To: "BOGDANOVA, NATALIA N [AG/1000]" <natalia.n.bogdancova@monsanio.com>,
Sharlene Matten/DC/USEPA/US@EPA, Alan Reynolds/DC/USEPA/US@EPA

Frorm: "BOGDANOVA, NATALIA N [AG/1000]" <natalia.n.bogdanova@monsanto.com>
Date: 02/08/2007 03:11PM

cc: "REDING, H KEITH [AG/1000]" <h.keith.reding@monsanto,com>, "SCHNEIDER,
RUSSELL P [AGM820]" <russell.p.schneider@monsanto.com>, "LAHMAN, LINDA K
[AG/1000]" <linda.k.lahman@monsanto.com>, Susanne CerreliiDC/USEPA/US@EPA,
Mike Mendelsohn/DC/USEPA/US@EPA

Subject; Notes from the phone conversation on February 6, 2007

Shariene,

Thank you for a very informative conversation yesierday, This message 18 to summarize
the Key points of the discussion to make sure we are in agreement.

in arder to maintain sweet corn In Monsanio's application 1o register MON 89034 and MON
89034 x MON 88017 the following plan was proposed:

Sweet con
@  |n order to abtain registration for sweet and popcorn a hmited dataset should be
provided.

¢ Leaf expression data for MON 83034 that will be provided by Monsante should be
sufficient to retain sweet com in the application, EPA agrees we can collecgt
expression data from the leaf of flowering MON 89034 sweet corn currently being
grown in Hawaii. The leaf tissue is currently being harvested and the data is
expected to be submitted to EPA in March 2007.

e Limited efficacy data {leaf disk insact bioassay using ECB and FAW) will be also
collected and provided to the Agency within similar timeframe.

o [f necessary, FAW and ECB efficacy can be confirmed in field efficacy trials at a
single location in 2007-08.

Commaents on bullets 2-4:

i didn't say just leaf expression data were adequate, What | said was that a leaf disc
bioassay would be the first step one would need to support the sweet corn use. | then
said that Monsanto would need both field efficacy data and field expression data and that



this could be done using the MON 89034 sweet corn currently being grown in Hawaii and
such data wouid be submitted in Fall 2007. One would have to explain how these data
would be representative of other mainland growing areas for sweet corn. In addition to
leaf expression, one needs pollen expression, sialk expression, and ear expression for
pests such as corn earworm, fall armyworm, and European corn borer (although ! would
expect this pest to be of lesser importance for sweet corn given where it is grown in the
U.5.) at the appropriate plant developmenial stages.
¢  The timing of actions for sweet corn should not affect field corn registration PRIA
date unless that data is submitted later that January 2008. Shariene indicated that
how the data submitted in March 2007 and later in 2007 to support the sweet corn
use (insect resistance management issues) would affect the PRIA date needs to
be discussed with Susanne Cerrelli and Mike Mendelsohn as well as any
administrative or regulatory question.

Fopeorn

¢  Popcorn varieties of MON 88034 have not been developed yet.

# Both field efficacy and expression data would need to be submitted at some future
date to address insect resistance management should MON 88034 be registered
for popcorn use.

&  Monsanto prefers that popcorn be retained in the registration request but as a
condition of the regisiration, expression and efficacy data must be provided before
MON 89034 can be commercialized in popcorn. Sharlene pointed out that without
any data to support the popcorn use that this would be unlikely. She indicated
that this issue should be discussed further with the RALs, Susanne Cerrelli and
Mike Mendelsohn.

Please, let me know if we undersiood each other correctly. Thank you very much for your
time and attention to MON §9034.

Best regards,
Natatlia

————— Original Message-----
From: BOGOANOVA, NATALTA N [AG/1000]
Sent: Tuesday, February 06, 2007 11:19 AM
To: 'matten.sharene@epa.gov’
Cc:  REDING, H KEITH {AG/1000]; SCHNEIDER, RUSSELL P [AG/1920]
Subject: Information for today's discussion

Sharlene,
Here is the information we would like to discuss in the call this afternoon.
EPA Discussion Points for MON 89034 Sweet Com

In a January 17, 2607 letter to Monsanto, EPA requested expression data on sweet com and
popcom to perform an IRM assessment,

. We can provide expression data on MON 89034 sweet comn by
mid-March 2007. We currently have MON 89034 sweet corn growing in Hawaii.
The plants are at the flowering stage, We plan to take leaf samples from up 1o 10
plants and determine the dry weight expression of Cry1A.105 and Cry2Ab2,

. Field corm, popcorn and sweet corn all belong to the taxonomic group
Zea mays subsp. mays ; therefore, we expected that the expression level for sweet



corn and popcom to be in the range seen for field com.

* The proposed IRM plan for sweet corn requires no structured refuge
but rather destruction of the stalks after harvest, before the larvae can mature.
Therefore, the expression level of the proteins shoald have no impact on the overall
IRM plan,

. MON 89034 has not been bred into popcorn at this time, However, we
would like popcorn included on the label to allow for future use in popcom.

Look forward to talk to you.
Natalia

Neatalia N. Bagdanava, D.V.M.
Regulatory Affairs Marager
Monsanta Company

800 North Lindbergh Blvd.,
5%. Louis, MO 53167

Tel. (314} 654-3143
FAX (314) 694-3080

This e-malf message may contain privieged and/or confidential information, and is intended
o be received only by persons entitled fo receive such infarmation. If you have received this
e-mail in error, please notlfy the sender immediately, Flease delete it and ait attachments
from any servers, hard drives or any other media. Other use of this e-mall by you is strictly
prohibited,

Alt e-mails and altachments sent and received are subfect fo moniforing, reading and
archival By Monsanto. The recipient of this e-mafl is solely responsible for checking for the
presence of "Viruses” or ather "Malware”. Monsanto accepts no liabifity for any damage
caused by any such code transmitted by or accompanying this e-maif or any attachment.



BPPD WORK ASSIGNMENT #07-016
ORNL IAG #89939652-01
Date Mailed: Jan. 11, 2007

PRIA Due Date: April 01,2007

" 1. Oak Ridge Nationat Laboratory (ORNL) shall independently review the studies identified
below and prepare for each study a Data Evaluation Record (DER). In addition to its
scientific expertise, the ORNL shall use the appropriate OPP Test Guidelines, science policy
documents and other guidelines and materials provided to ORNL for the purpose of training,
orientation and guidance concerning the preparation of DERs under the [AG.

2. For techmical/scientific questions that cannot be resolved by the ORNL without input from
BPPD science staff, the ORNL shall contact: Patty Moe

3. MRIDs and Studies for this work assignment are as follows Susanne Cerrelli 703-308-8077

EPA Reg. No. 524-LTA; LTL;
Product Name: MON 89034
Ingredients: Bacillus th
Company: Meonsanto Com
Company: DP | MRID# ~ I Study Type Est. Hours
Barcode , )
335189 469513-06 Insect Resistance | 30
335208 469514-15,30 - |
335188 46953-04-05 | Non-target
' organisms
Total Est. Hours 30

3 Transmittal dates for the First Draft of the DERs to BPPD shall conform generally to the
AWorking Days@ specified in ORNL Proposal #1834-S511-A1. The Work Assignment
Manager will review the proposed Transmittal and Due Dates and negotiate a mutually
acceptable schedule for EPA and ORNL for delivering the first draft of the DERs. For
research reports that do not include estimated hours, please notify the Work Assignment
Manager with and questions or hour estimates.

FAUSER\SHARE\BPPD\Contracts and Grantd\ORNL Contract\Task 2007—016.(10@




BPPD WORK ASSIGNMENT #07-016
ORNL IAG #89939652-01
Date Mailed: Jan. 11, 2007

PRIA Due Date: April 01, 2007

1. Qak Ridge National Laboratory (ORNL) shall independently review the studies identified
below and prepare for each study a Data Evaluation Record (DER). In addition to its
scientific expertise, the ORNL shall nse the appropriate OPP Test Guidelines, science policy
documents and other guidelines and materials provided to ORNL for the purpose of training,
orientation and guidance concerning the preparation of DERs under the IAG.

2. For technical/scientific questions that cannot be resolved by the QRNL without input from
BPPD science staff, the ORNL shall contact: Patty Moe

3. MRIDs and Studies for this work assignment are as follows Susanne Cerrelli 703-308-8077

EPA Reg. No. 524-LTA; LTL;
Product Name: MON 89034
Ingredients: Bacillus th
Company: Monsanto Com
Company: DP MRID # Study Type Est. Hours
Barcode _
335189 469513-06 Insect Resistance | 30
335208 469514-15,30
335188 46953-04-05 Non-target
organisms
Total Est. Hours 30

3 Transmittal dates for the First Draft of the DERs to BPPD shall conform generally to the
AWorking Days@ specified in ORNIL Proposal #1834-8511-A1, The Work Assignment
Manager will review the proposed Transmittal and Due Dates and negotiate a mutually
acceptable schedule for EPA and ORNL for delivering the first draft of the DERs. For
research reports that do not include estimated hours, please notify the Work Assignment
Manager with and questions or hour estimates.

FAUSER\SHARE\BPPD\Contracts and Grant\ORNL CentraciiTask 2007—016.dcc



OAKRIDGE NATIONAL LABORATORY

MANAGED 8Y UT-BATTELLE FOR THE DEPARTMENT OF ENERGY

April 2, 2007

CUSTODY RECEIPT FOR FIFRA CONFIDENTIAL BUSINESS INFORMATION

TO: Pameld Landis ﬂ FROM: R. H. Ross, Group Leader
Biopesticides and Pollution Prevention Division Toxicology and Hazard Assessment Group
Office of Pesticide Programs 1060 Commerce Park
U.S. Environmental Protection Agency Oak Ridge, Tennessee 37830
One Potomac Yard (865) 574-7797 FAX (865) 574-5353
2777 South Crystal Drive " email rossth@orml.gov
Arlington, VA 22202 '

INSTRUCTIONS:

1. Origina)l of this receipt to be signed by recipient and returned to sender.
2. Duplicate of this receipt to be retained by recipient.

Hours
TASK :
No. MRID No. Chemlcal/Agent WAM | Material Sent | Status | Est. Actaal
07-016 46951306 MON 89034 x MON 88017  [Landis |5 DERs Draft 50 |75
46951430 5 Study reports
46951304 1 Custody sheet
46951415 1CD
46951303

1 have personally received from the sender matena} enclosures, and attachments as identified above, Iassume full
responsibility for the safe handllng oragesand transmittal of this materlal in accordance with FIERA Confidential

Business Information regulalio
DATE RECEIVED: ;




MONSANTO %

Natalio N. Bagdanova, D.V.M. MONSANTO COMPANY

Regnlatory Affairs Manager Boo NORTH LINDBERG

(314) 694-3143 00 NORTH L1 H Buyo
5t. Lours, MiSSouUR 63167
http:/ /www.monsanto.com

o SU T s=/04S

February 5, 2007 v - .

> INtlerd €10
Document Processing Desk o ssenas
Office of Pesticide Programs {7504C) SASAN : >
U.S. Environmental Protection Agency o TriTe
One Potomac Yard Lt - é::
2777 S. Crystal Drive 3 vssan”
Arlington, VA 22202-4501 AN

Attn: Dr. Sheryl Reilly J §

Subject: Memorandum of Understanding; EPA Petition Numbers 6F7142 and 6F7143;
EPA File Symbols: 524-LTA and 524-LTL

Dear Dr. Rellly,

[ would like to thank you and the other members of your team for meeting with Monsanto
on January 25, 2007 to address reviewer's questions regarding the IRM plan proposed for
Monsanto’s second generation lepidopteran-protected corn product MON 89034 (EPA
File Symbol 524-LTL).

The summary and conclusions from our conversation are provided below. Please add to
or revise them if your understanding of the meeting differs.

EPA Participants:
Sheryl Reilly, Sharlene Matten, Mike Mendelsohn, Tess Milofski, Alan Reynolds,

Susame Cerelli, Particia Moe

Monsanto Company Participants:
Russell Schneider, Linda Lahman, Graham Head, Natalia Bogdanova

Tlie discussion focused around the January 17, 2007 letter from EPA that outlined
general questions and requests for information, and specific guestions related to the
proposed IRM plan for MON 89034. Graham Head presented an outline of the IRM plan
and discussed the underlying data. Questions listed below (in italics) are quoted from the
letter of January 17, 2007.
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Dr. S. Reilly Page 2 of 3
February 5, 2007

General questions:

1. The nsect resistance management (IRM, ) package for M ON 8903 4x M ON 88017 is

Monsanto will provide a bridging rationale that includes expression and etﬁcacy data
against target pests by comparing single and combined trait products.

2. Expression data are necessary for popcorn and sweet corn in order to perform the
IRM assessment.

For the IRM assessment of MON 89
limited expression and acy data to bndge wit ta’“’o"btamed f01 /zelel’tf“’ ‘7 ég(

T e peorn)  Monsanto will fo o%ﬁpg(,}n € request in a C’L"é
I’ﬁﬂ\ M‘»wvf_ ’\§w ﬂ/} """/I‘wf(oﬂ" o]

éa‘/ Se Uﬂﬁﬂh'}v [ ” M—z)
3. The rot’eragee ?ztzons J‘z&?&zs tz’lat 40 CFR art 180 be ameaa’ea’ to remove time ’iﬁ.\ ~
[imitation for the temporary exemptions from the requirement of a tolerance. These need 6?3
to be modified so that you reguest to amend 40 CFR Part 174.453 and 174.454 to make d N"’w
them permanent exemptions from the requirement of a tolerance. Temporary lolerance yn a( s 9
exemptions not only have time limitations, but are linked to specific experimental use
permits.

As directed by EPA Monsanto will re-submit petitions to amend temporary tolerances for
the CrylA.105 and Cry2Ab2 proteins with requests for permanent tolerances to support
the registration request for MON 89034. In addition, Monsanto will extend the request to
include all crops and commodities based on confirmation from EPA. This action has no
impact on timelines for MON 89034,

4, IRM-specific questions:
a. What are the relative contributions of each toxin (i.e., dose of each toxin and
selection)? Explain "dose” studies and your assumptions about dominance and
inheritance of resistance.
b. How is Roush's model used for predicting resistance {relative contribution of
each toxin) to ECB? What are the assumptions?
c. What information relative to each toxin, is being fitted to the Monsanto revised
bollworm model?

Graham Head addressed the above questions in the presentation. Monsanto will provide
addrtional clarification on the methods used to assess the level of control (dose) conferred
by cach of the CrylA.105 and Cry2ZAb2 components in MON 89034, and how these data



Dr. S. Reilly Page 3 of 3
February 5, 2007

are incorporated into mathematical models for the different target pests. However, no
additional data should be necessary. Monsanto will also provide the PowerPoint
presentation that was used at the meeting.

The following topics were also discussed:

s Benefits data and coutent of a Public Interest Document (PID) that Monsanto
provides to EPA for each product were discussed. Sharlene Matten provided a
handout with guidance on information the Agency would need, including the activity
of our product on fall armyworm. Monsanto plans on submitting MON 89034 and
MON 89034 x MON 88017 PIDs later this year.

» The Agency indicated that it was helpful to the reviewer to have relevant background
data such as expression in the IRM volume. Monsanto pointed out that Volume 2 of
the submission contains a summary of the submission and can be used as reference
for each study if necessary.

Based on this conversation, Monsanto will provide responses to the questions posed in
the EPA letter of January 17 within the next two weeks.

We world appreciate an affirmation of EPA’s agreement with these notes. If you would

like to discuss this memorandum of understanding, please contact Dr. Russ Schneider at
(202) 383-2866 or me at (314) 694-3143,

Sincerely,

Natalia N. Bogdanova, D.V.M.
Regulatory Affairs Manager

cc: Russ Schneider/Monsanto
Monsanto Regulatory Files



EPA/Monsanto meeting January 25, 2007

The Second Generation Lepidopteran-protected
Corn Product MON 89034: IRM Considerations

(Vector PV-ZMIR245)

Dr. Natalia Bogdanova
Dr. Graham Head

Monsanto Company

Monsanto Company 1




* Product Overview and Status

* IRM considerations for MON 89034

 Discussion

Monsanto Company




INERT INGREDIENT INFORMATION IS NOT INCLUDED*

MON 89034

» Vector PV-ZMIR245

» Active Ingredients — Cry2Ab2 and Cry1A.105
* Inert Ingredient — None

MON 89034 x MON 88017

- Produced by conventional breeding of MON 89034 and MON
88017

» Vectors PV-ZMIR245 and PV-ZMIR39

* Active Ingredients — Cry2Ab2 and Cry1A.105, and Cry3Bb1
* Inert Ingredient -

Monsanto Company



v

Increased spectrum of activity against lepidopteran
insect pests compared to MON 810

Ostrinia — ECB

Diatrea — SWCB, SCB

Additional activity:

Spodoptera — FAW

Helicoverpa - CEW
IRM benefit: produce two Bt proteins, Cry1A.105 and
Cry2Ab2

In addition:

» Combination with MON 88017 offers CRW
protection and herbicide tolerance

Monsanto Company 4



Temporary tolerance exemptions for Cry1A.105 and Cry2Ab2
protein granted in June 2006

Field testing ongoing under an EUP (524-EUP-97)

Applications to register MON 89034 and MON 89034 x MON
88017 submitted in September 2006

Petitions to amend temporary tolerance exemptions for
Cry1A.105 and Cry2Ab2 to remove time limitations submitted
in November 2006

Monsanto Company 5



Insect Resistance
Management for MON 89034
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Mansanto Company




o The dual effective dose concept

0 MON 89034 as a dual effective dose
product

m Low likelihood of cross-resistance
between Cry1A.105 and Cry2Ab2

m High level of control of key target pests
0 IRM considerations

Monsanto Company



o For a product with two Bt proteins, the IRM
benefit is greatest when Bts are not cross-
resistant and each gives at least 95%
control of target pests = Dual Effective Dose

m Value is considerable if at least one protein gives
>95% control

0 Dual Effective Dose (DED) against key
target pests:

@ Demonstrate high level of control by each
protein

m Demonstrate low probability of cross-resistance

Monsanto Company



Eliminate most of the resistant alleles from the population using a high dose

Possible Genotypes
Resistance

e

Susceptible subpopulation  Partially resistant subpopulation Resistant subpopulation

The most effective way to eliminate resistant alleles is killing partially resistant insects
because these Aa insects are much more common than the fully resistant aa insects.

High dose is the concentration needed to kill the susceptible and partially resistant insects.



Eliminate most of the resistant alleles from the population using an effective dose of each protein

Susceptible subpopulations
P e Partially resistant

subpopulations Resistant subpopulations

We assume that the two resistant loci assort independently.

Other resistant phenotypes
are rarer (AaBb, Aabb,
aaBb and aabb) and are less
important.

IRM goal is an effective
dose of both proteins to
kill insects susceptible
to either protein. This is
because the insects we
need to control in this
case are those resistant
or partly resistant to one
protein but susceptible
to the other protein
(AAbb, AABD, AaBB
and aaBB).

10

S



AB Ab aB ab
AB AABB |AABb |[AbBB |{AaBb
99.2 0.20 0.20 0.0004
Ab AABb |AAbb |AaBb |Aabb
0.20 0.0098 0.0004 0.0000008
ab AaBB |AaBb |aaBB |aaBb
0.20 0.0004 0.0004 0.0000008
ab AaBb |Aabb |aaBb |Aabb
0.0004 0.0000008 0.0000008 0.0000000016

Compared with one protein, where Aa = 0.4% and aa = 0.0004%

11



0 Modeling by Roush based on diamondback
moth (DBM) genetics

m Resistance is partially recessive (heterozygotes
show some resistance)

0 Little or no cross-resistance and 95% control of
susceptible insects is desired

E |f resistance is more recessive, then Dual Effective
Dose products are even more durable

O This modeling is the basis for the IRM decisions
made for Bt cotton in Australia

Maonsanto Company 12
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O Substantial sequence and structural
differences suggest differences in mode
of action

O Differences in binding receptors and
kinetics of binding

0 No significant cross-resistance of
Cry2Ab2-resistant Helicoverpa armigera
to Cry1A.105

Monsanto Company 14
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O Differences in binding characteristics of
Cry1Ab and Cry1A.105

0 No significant cross-resistance of Cry1Ab-
resistant ECB to Cry1A.105

0O No evidence of increased Cry1Ab-
resistant allele frequencies in US
populations of ECB, SWCB and CEW
over the past decade

Monsante Company 15



MICg (ppm)
Species | Cry1A.105 Cry2Ab2
ECB 0.36 3.40
SWCB 5.40 28.4
CEW 10.7 52.9

o Compare with MON 89034 expression
levels in leaf of 20-30 ppm for Cry1A.105

and Cry2Ab2

Monsanto Company

16
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Monsanto Company 17
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Note the small size of surviving larvae.

Monsanto Company
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Monsanto Company
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0 ECB: DED (>>95% control from each
protein) level of control

0o SWCB: approximately 95% control
(probably greater) for Cry1A.105 and
approx. 90% control for Cry2Ab2

o CEW: similar pattern to SWCB

Monsanto Company ' 20



O Conservatively fitted by the modeling of Roush
that assumed partially recessive resistance (the
DBM model)

0 ECB: level of control by each protein is so high
that a refuge <<5% could still provide durability
equivalent to current single-gene products

0 SWCB/CEW: level of control by each protein is
approximately 95% (and CEW over-wintering is
very limited in this region) so a 5% refuge
supportable

Monsanto Company 21



0 Used modeling developed for Natural Refuge
initiative to model CEW in the southern US

O Assumed that Natural Refuge is granted for
Bollgard |l cotton and MON 89034 is fully
cross-resistance to Bollgard I

0 20% refuge gives 25 yr durability

Monsanto Company 22



0 5% refuge size proposed for the Corn Belt
based on the two independent, highly effective
modes of action of Cry1A.105 and Cry2Ab2

o 20% refuge size proposed for cotton-growing
areas — complements CRW

O IRM elements otherwise comparable to current
products

O Risk reduced relative to single-gene products
with current refuge sizes

Monsanto Company 23
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November 17, 2006
OFFICE OF
PREVENTION, PESTICIDES AND
TOXIC SUBSTANCES

PLEASE RETURN A COPY OF THIS LETTER WITH PAYMENT
Or Pay On-Line at www.Pay.Gov (See Below for Details)

OPP Decision Number: D-371189

EPA File Symbol or Registration Number: 524-LTL
Product Name: MON 89034

EPA Receipt Date: 29-Sep-2006

EPA Company Number: 524

Company Name: MONSANTO COMPANY

RUSSELL P. SCHNEIDER
MONSANTO CO

MONSANTO COMPANY

1300 I STREET, NW, SUITE 450 EAST
WASHINGTON, DC 20005

SUBJECT: Receipt of Registration Application Subject to Registration Service Fee -- Revised

Dear Registrant:

The Office of Pesticide Programs has received your application for registration. If you
submitted data with this application, the results of the PRN-86-5 screen will be communicated
separately. During the administrative screen, the Office of Pesticide Programs has determined
that this Action is subject to a Pesticide Registration Service Fee as defined in the Pesticide

Registration Improvement Act.
The Action previously identified as BS1 has been reclassified as Action Code: B81.2

PIP;REGISTER NEW AL;TEMP. TOLERANCE/EXEMPTION EXISTS SAP
REQUIRED;INCREASED PRIA FEE: Two Als;

The fee for this aciton us $630,000. Payment in the amount of $315,000 has been received.
Please remit additional payment in the amount of $315,000.

By USPS:
USEPA Washington Finance Center
Pesticide Registration Service Fee
PO Box 360277
Pittsburgh, PA 15251

7,



By Courter:
U.S. EPA Washington Finance Center
Pesticide Registration Service Fee
C/0 Mellon Client Service Center
500 Ross Street, Room 670
Box 360277
Pittsburgh, PA 15251-6277
Attn: EPA Module Supervisor
Telephone: (412) 236-2294

All payments must be in United States currency by check, bank draft, or money order
drawn to the order of the Environmental Protection Agency. To ensure proper credit, please
write the OPP DECISION NUMBER on your check, and enclose a copy of this letter with your

payment.

Effective November 1, 2006, fees may be paid on-line via credit card or electronic fund
transfer, To submit a payment on-line, visit www.pay.gov. From the pay.gov home page,
select "search by form name.” From the next page, sclect "P," then click on "Pesticide
Registration Improvement Act, Fee Payment™ and complete the form, making certain to
use the decision number and registration number on the invoice you receive from the
Pesticide Program in the space provided.

You may be eligible for a full or partial waiver of the regisiration service fee if, for example,
you qualify as a small business or are applying for a minor use, or if your application is solely
associated with an IR-4 tolerance petition. Please be advised that if you intend to request a
waiver, you must do so in writing within 15 days of receipt of this invoice instead of remitting
the amount indicated above. OPP will not consider waiver requests after the registration service
fee has been paid. Information regarding eligibility and how th request and document a fee
waiver is available on the OPP Fee for Service web site at www.epa.gov/pesticides/fees.

Please send Registration Service Fee Waiver requests to:

By USPS: By Courter:

Document Processing Desk (WAIVER) Document Processing Desk (WAIVER)
Office of Pesticide Programs (7504C) Office of Pesticide Programs (7504C)
U.S. Environmental Protection Agency U.S. Environmental Protection Agency
1200 Pennsylvania Ave NW Room 266A, Crystal Mall #2

Washington, DC 20460 1801 S. Bell St.

Arlington, VA 22202



A PRIA decision time review period will not start until a fee waiver is granted and/or the
Agency receives certification that the outstanding fee has been paid. If the Agency does not
receive certification of payment for this action or a fee waiver request within the next 45 days,
the Agency will presume that you no longer want to pursue this action. The Agency will then
initiate a process that may result in administrative withdrawal of this action.

If you have any questions, please contact the Pesticide Registration Service Fee
Ombudsman at (703) 308-8260.

Informatién Technology & Resources Management Division



Patricia Moe/DC/USEPA/US To John Jamula/DC/USEPA/US

11/16/2006 12:13 PM Sheryl Reilly/DC/USEPA/US, Robert
Torla/DC/USEPA/US@EPA
bce

Subject 524-LTL revised billing

JJ: 1 am sorry, but | have a correction to make on a coding/billing for a PIP.
524-LTL was coded as a B81 Mon 88034" should have been charged for 2 new ais {that is, B8t x2 ).

There is also the a stacked product {524-LTA) which came in at the same time. this registrations is a
child and will not be charged {per our policies regarding parent-children).

The registrant has already paid for the one Bg1.

Please let me know if you need any additional information. Patty

* This is a chimeric Cry 1A.105 x 2Ab2 and is the first time each has been registered in corn

Patricia Moe

Team Leader

Microbial Pesticides Branch

Biopesticides and Pollution Prevention Division
Office of Pesticide Programs/ LU.S. EPA
phone: 703-305-0744

FAX: 703-308-7026
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December 5, 2006
OFFICE OF
PREVENTION, PESTICIDES AND
TOXIC SUBSTANCES

PLEASE RETURN A COPY OF THIS LETTER WITH PAYMENT
Or Pay On-Line at www.Pay.Gov (See Below for Details)

OPP Decision Number: D-371189

EPA File Symbo} or Registration Number: 524-LTL
Product Name: MON 89034

EPA Receipt Date: 29-Sep-2006

EPA Company Number: 524

Company Name: MONSANTO COMPANY

RUSSELL P. SCHNEIDER
MONSANTO CO

MONSANTO COMPANY

1300 I STREET, NW, SUITE 450 EAST
WASHINGTON, DC 20005

SUBJECT: Receipt of Registration Application Subject to Registration Service Fee -- Revised

Dear Registrant:

The Office of Pesticide Programs has received your application for registration, If you
submitted data with this application, the results of the PRN-86-5 screen will be communicated
separately. During the administrative screen, the Office of Pesticide Programs has determined
that this Action is subject to a Pesticide Registration Service Fee as defined in the Pesticide
Registration Improvement Act.

The Action has been identified as Action Code: B81.2

PIP;REGISTER NEW AL TEMP. TOLERANCE/EXEMPTION EXISTS SAP
REQUIRED;INCREASED PRIA FEE: Two Als;

The fee associated with this action is $420,000. Payment in the amount of $315,000 has been
received. Please remit additonal payment in the amount of $105,000 to:

By USPS:
USEPA Washington Finance Center
Pesticide Registration Service Fee
PO Box 360277
Pittsburgh, PA 15251

@)



By Courier:
U.S. EPA Washington Finance Center
Pesticide Registration Service Fee
C/O Mellon Client Service Center
500 Ross Street, Room 670
Box 360277
Pittsburgh, PA 15251-6277
Atin: EPA Module Supervisor
Telephone: (412) 236-2294

All payments must be in United States currency by check, bank draft, or money order
drawn to the order of the Environmental Protection Agency. To ensure proper credit, please
write the OPP DECISION NUMBER on your check, and enclose a copy of this letter with your

payment.

Effective November 1, 2006, fees may be paid on-line via credif card or electronic fund
transfer. To submit a payment on-line, visit www.pay.gov. From the pay.gov home page,
select "search by form name." From the next page, select "P," then click on "Pesticide
Registration Improvement Act. Fee Payment™ and complete the form, making certain to
use the decision number and registration number on the invoice you receive from the
Pesticide Program in the space provided.

You may be eligible for a full or partial waiver of the registration service fee if, for example,
you qualify as a small business or are applying for a minor use, or if your application is solely
associated with an IR-4 tolerance petition. Please be advised that if you intend to request a
waiver, you must do so in writing within 15 days of receipt of this invoice instead of remitting
the amount indicated above. OPP will not consider waiver requests after the registration service
fee has been paid. Information regarding eligibility and how th request and document a fee
waiver is available on the QPP Fee for Service web site at www.epa.gov/pesticides/fees.

Please send Registration Service Fee Waiver requests to:

By USPS: By Courier:

Document Processing Desk (WAIVER) Document Processing Desk (WAIVER)
Office of Pesticide Programs (7504C) Office of Pesticide Programs (7504C)
U.S. Environmental Protection Agency U.S. Environmental Protection Agency
1200 Pennsylvania Ave NW Room 266A, Crystal Mall #2

Washington, DC 20460 1801 S. Bell St.

Arlington, VA 22202



A PRIA decision time review period will not start until a fee waiver is granted and/or the
Agency receives certification that the outstanding fee has been paid. If the Agency does not
receive certification of payment for this action or a fee waiver request within the next 45 days,
the Agency will presume that you no longer want to pursue this action. The Agency will then
initiate a process that may result in administrative withdrawal of this action.

If you have any questions, please contact the Pesticide Registration Service Fee
Ombudsman at (703) 308-8260.

Sincerely,

Front End Processing Staff
Information Technology & Resources Management Division



Janet To John Jamula/DCAISEPA/US@EPRA

Andersen/DC/
ndersen/DCAUSEPAIUS Diana Hudsor/DC/USEPA/US@ERA, Patricia
12/04/2006 03:56 PM cc Moe/DC/USEPAJUS@EPA, Sheryl
Reilly/DC/USEPA/US@EPA
bee

Subject Re: Renegotiation on PRIA fee[H]

That will be great. Thanks.

John Jamula/DC/USEPA/US
John Jamula/DCUSEPA/US
12/04/2006 03:3t PM To Janet Andersen/CC/USEPA/US@EPRA
Diana Hudson/DC/USEPAIUS@EPA, Patricia
cc Moe/DCIUSERPA/US@EPA, Sheryl
Reilly/DC/USEPA/US@EPA
Subject Re: Renegotiation on PRIA fee[]
Janet,

Because there is only one deciston record which can accommodate one action code here is what |
propose to do.

Monsanto was originally billed for $630,000 { B81.2 two new ai’s). They paid $315,000. | can adjust the
origina] bill to $420,000 by applying an administrative discount and send an invoice for 1he remaining
$105,000. Would that work for you?

JJ>

Jane! Andersen/DC/USEPA/US

Janet
Andersen/DC/USEPA/US To John Jamula/DCUSEPAIUS@EPA
12/G4/2006 03:16 PM Patricia Moe/DC/USEPA/US, Diana

cc Hudson/DC/USEPAIUS@EPA, Sheryl
ReillyyDC/USEPA/US@ERA
Subject Renegotiation on PRIA fee

Invoice D 371189 has a B81 and a B81.2 wilh it. B81 stays as is at $315,000. But B81.2 should go down
to $105,000 based on the work we have already done on the peslicidel prolein Monsanto is ready to cut
the check with the new invoice. Thanks.
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October 10, 2006
OFFICE OF
PREVENTION, PESTICIDES AND
TOXIC SUBSTANCES

PLEASE RETURN A COPY OF THIS LETTER WITH PAYMENT

OPP Decision Number: D-371189

EPA File Symbol or Registration Number: 524-LTL
Product Name: MON 89034

EPA Receipt Date: 29-Sep-2006

EPA Company Number: 524

Company Name: MONSANTO COMPANY

RUSSELL P. SCHNEIDER

MONSANTO CO

MONSANTO COMPANY

1300 ISTREET, NW, SUITE 450 EAST
WASHINGTON, DC 20005

SUBJECT: Receipt of Registration Application Subject to Registration Service Fee

Dear Registrant:

The Office of Pesticide Programs has received your application for registration. If you
submitted data with this application, the results of the PRN-86-5 screen will be communicated
separately. During the administrative screen, the Office of Pesticide Programs has determined
that this Action is subject to a Pesticide Registration Service Fee as defined in the Pesticide
Registration Improvement Act.

The Action has been identified as Action Code: B8l

PIP;REGISTER NEW AL TEMP. TOLERANCE/EXEMPTION EXISTS SAP REQUIRED;

Please remit payment in the amount of: $ 315,000 to:

By USPS:
USEPA Washington Finance Center
Pesticide Registration Service Fee
PO Box 360277
Pittsburgh, PA 15251



By Courier:
U.S. EPA Washington Finance Center
Pesticide Registration Service Fee
C/O Mellon Client Service Center
500 Ross Street, Room 6’?0
Box 360277
Pittsburgh, PA 15251-6277
Attn: EPA Module Supervisor
Telephone: (412) 236-2294

All payments must be in United States currency by check, bank draft, or money order
drawn to the order of the Environmental Protection Agency. To ensure proper credit, please
write the OPP DECISION NUMBER on your check, and enclose a copy of this letter with your

payment.

You may be eligible for a full or partial waiver of the registration service fee if, for exampile,
you qualify as a small business or are applying for a minor use, or if your application is solely
associated with an IR-4 tolerance petition. Please be advised that if you intend to request a
waiver, you must do so in writing within 15 days of receipt of this invoice instead of remitting
the amount indicated above. OPP will not consider waiver requests after the registration service
fee has been paid. Information regarding eligibility and how th request and document a fee
wailver is available on the OPP Fee for Service web site at www .epa.gov/pesticides/fees.

Please send Registration Service Fee Waiver requests to:

By USPS: By Courier:

Document Processing Desk (WAIVER) Document Processing Desk (WAIVER)
Office of Pesticide Programs (7504P) Office of Pesticide Programs (7504P)
U.S. Environmental Protection Agency U.S. Environmental Protection Agency
1200 Pennsylvania Ave NW Room S-4900, One Potomac Yard
Washington, DC 20460 2777 S. Crystal Drive

Arlington, VA 22202

A PRIA decision time review period will not start until a fee waiver is granted and/or the
Agency receives certification that the outstanding fee has been paid. If the Agency does not
receive certification of payment for this action or a fee waiver request within the next 45 days,
the Agency will presume that you no longer want to pursue this action. The Agency will then
initiate a process that may result in administrative withdrawal of this action.

If you have any questions, please contact the Pesticide Registration Service Fee
Ombudsman at (703) 308-8260.

Sincerely,

T = %f” e /4“&

ont End Proces g Staff
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NEW APPLICATIONS

DATE: o /s /02

FILE NUMBER: s 224 27/

FEP (OPPIN ENTRY): /2 /3 /o 6pes
(Initial & date)

FILE ROOM: _Lh /0////050

(Initial & date)

SIG: A oot

(Initial & date)’

FILE ROOM: 3w Lo~ 120l
(Imitial & date)
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MONSANTO

MonsanTo Company

Naralfia N. Bogdanova, D.V.M. 1300 | (EYE) STREET, NW

Regudatory Affairs Manager ; Suire 450 E45T
(314)-694-3143 o WeskmgTen, 8.0, 20005-7210

PHONE {202) 7832460
Fax {202) 7851819
hitp:/ Swww. MONsanto.com

September 28, 2006

Document Processing Desk (EUP)
Office of Pesticide Programs (7504C)
U.S. Environmental Protection Agency
One Potomac Yard

2777 8. Crystal Drive

Arlington, VA 22202-450]

Attm: Dr. Sheryl Reilly, Team Leader 92

Subj:  Application for the registration of the plant-incorporated protectant Bacillus thuringiensis
CrylA.105 and Cry2Ab2 proteins produced in MON 89034

Dear Dr. Reilly:

Please find enclosed an application for the registration of the plant-incorporated protectant
Bacillus thuringiensis (Bt) CrylA.105 and Cry2Ab2 proteins and the genetic material necessary
for their production in the com product MON 89034. MON 89034 is a second-generation
product that produces the CrylA.105 and Cry2Ab2 proteins, which together control a wider
spectrum of lepidopteran pests and offer an enhanced insect resistance management (IRM) tool
compared to the current lepidopteran-protected com product MON 810.

EPA established temporary exemptions from the requirement of a tolerance for the CrylA.105
and Cry2Ab2 proteins and the genetic material for their production in corn (40 CFR §174.453
and 40 CFR §174.454, respectively). The results of the safety assessment demonstrated that the
CrylA.105 and Cry2Ab2 proteins as produced in MON 89034 will not pose any significant risk
to human health or to the environment,

This application includes the following documents that, for purposes of placement in the Publiz
Docket, have been classified as ‘A’ (non-confidential documents that can be released to the
public), ‘B’ (data subject to the provisions of FIFRA Section 10(g) and therefore protected “rem
disclosure to multinational or foreign pesticide producers), or ‘C’ (corfidential business
information). In addition, pdf files are included on a CD-ROM for placing documeats clessified
as ‘A’ on the Edocket. The redacted version of the Administrative volume {.pat file) for the
Edocket excludes the data matrix {agency internal use copy) and confidential attachment.
Complete description of this submission by category is provided in the attachmrert to this lette-.

Monsanto Company 06-CR-172E-1



Dr. 5. Reilly . :
Sept 28, 2006
Page2of 3

It is Monsanto's understanding that the following fee category and amount 1s appropriate based
on the June 2, 2005 Federal Register notice for Pesticide fees and Decision Times:

e Fee category B81: Register new Al temporary tolerance or exemption exists, SAP
required; :
»  Fee Category Amount: $315,000

Should you require any additional information regarding this submission please feel free to
contact Dr. Russell Schneider in our Washington office (202-383-2866) or me directly (314-694-
3143). '

Sincerely,

@WQ CLer )

Natalia N. Bogdanova, D. V.M.

cc: Mike Mendelsohn, EPA/OPP/BPPD
Russell Schneider, Monsanto
Monsanto Regulatory Files

Monsanto Company 06-CR-172E-1



Dr.S. Reilly
Sept 28, 2006
Page 3 of 5

ATTACHMENT

Volume | Category

Bocument

Hard
Copy

.pdf file for
Edocket

N/A

Cover letter

\[

N/A

Transmittal document

\[

Administrative volume

Confidential statement of formula

Administrative volume (redacted copy)

P ] bt |t |

Wi O b

Human Health and Environmental
Assessment of the Plant-Incorporated
Protectant Bacillus thuringiensis
CrylA.105 and Cry2Ab2 Proteins
Produced in Com MON 8%034.

< B P A A

Molecular Analysis of Corm MON
89034.

Assessment of the Cryl1A.105 and
Cry2 Ab2 Protein Levels in Tissues of
Insect-Protected Corn MON 89034
Produced 1n 2005 U.S. Freld Tnals.

Characterization of the Cry2 Ab2 Protein
Purified from the Com Grain of MON
89034 and Comparison of the
Physicochemical and Functional
Properties of the Plant-Produced and £.
coli-Produced Cry2Ab2 Proteins.

Evaluation of the Functional Equivalence
of the Cry2 Ab2 Protein Produced in £
coli and Bt Against a Sensitive
Lepidopteran Species.

An Acute Oral Toxicity Study in Mice
with Cry2Ab2 Protein.

Assessment of the in vitro Digestibility
of the Cry2Ab2 Protein in Simulated
Gastric Fluid.

Assessment of the in vitro Digestibility
of the Cryl1A.105 Pretemn in Simulated
Intestinal Fhuid.

10

Assessment of the in vitro Digestibility
of the Cry2Ab2 Protein in Simulated
Intestinal Fluid.

I

Bioinformatics Evaluation of the
Cry1A.105 Protein Utilizing the ADS,
TOXINS, and ALLPEPTIDES
Databases.

Monsanlo Company

06-CR-172E-1



Dr.5. Reilly
Sept 28, 2006
Page 4 of 5

Volume | Category

Document

Hard
Copy

.pdf file for
Edocket

12

B

Bioimformatics Analysis of the CryZAD2
Protein Utilizing the AD6, TOXINS, and
ALLPEPTIDES Databases.

13

Comparison of Broiler Performance and
Carcass Parameters When Fed Diets
Containing MON 89034, Control or
Commercial Corn.

14

Spectrum of Insecticidal Activity of
Bacillus thuringiensis Cryl1A.105
Protein.

15

Spectrum of Insecticidal Activity of
Bacillus thuringiensis Cry2Ab2 Protein.

16

Assessment of the Efficacy of
Lepidopteran-protected Corm MON
£9034 and MON 89597 Against Major
Insect Pests in United States, Puerto Rico
and Argentina Dunng 2003-2004
Seasons.

17

Evaluation of Dietary Effects of
Lyophihzed Leaf Tissue from Com
MON 89034 in a Chronic Exposure
Stady with

Collembola (Folsomia candida).

18

Evaluation of Exposure to MON 89034
With the Cladoceran Daphnia magna:
An Acute Static-renewal Test With Com
Pollen.

19

Evaluation of Potential Effects of
Exposure to CrylA.105 Protein in an
Acute Stady with the Earthworm in an
Axtificial Soil Substrate.

20

Evaluation of the Dietary Effect{s} of a
Cry1A.105 Protein on Honeybee Larvae
(Apis mellifera 1.).

21

Evaluation of the Dietary Effect(s) of a
Cry1A.105 Protein on Adult Honeybees
(Apis mellifera L.).

Monsanto Company

06-CR-172E-1



Dr. 5. Reilly
Sept 28, 2006
PageSof 5

Volume | Category

Document

Hard

.pdf file for
Edocket

22

B

Evaluation of Potential Dietary Effects of
CrylA.105 Protein on the Ladybird
Beetle, Coleomegilla maculata
(Coleoptera: Coccinellidae).

Copy
\f

Evaluation of Potential Dietary Effects of
Cry2Ab2 Protein on the Ladybird Beetle,
Coleomegilla maculata (Coleoptera:
Coceinellidae). '

24

Evaluation of Potential Dietary Effects of
Cryl A.105 Protein on Minute Pirate
Bugs, Orius insidiosus (Hemiptera:
Anthocoridae).

23

Evaluation of Potential Dietary Effects of
Cry2Ab2 Protein on Minute Pirate Bugs,
Orius insidiosus (Hemiptera:
Anthocoridae).

26

Evaluation of Potential Effects of
Exposure to Cry1A.105 Protein in an
Acute Study with the Parasitic Wasp,
Ichneumon promissorius (Hymenoptera:
Ichneumonidae).

27

Evaluation of Potential Effects of
Exposure to Cry2Ab2 Protein i an
Acute Study with the Parasitic Wasp,
Ichneumon promissorius (Hymenoptera:
Ichneumonidae).

28

Bvaluation of Potential Dhetary Effects of
MON 89034 with the Northern
Bobwhite: an Bight-day Dietary Study
with Corn1 Grain.

29

Aerobic Soil Degradation of the Purified
Cry2Ab2 and Cryl A, 105 Proteins.

30

Endangered Species Risk Assessment for
Corn MON 89034,

31

Ingect Resistance Management Plan for
Second Generation Lepidopteran-

Protected Corn, MON 89034,

Monganto Company

06-CR-172E-1
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LIST OF SUBMITTED DOCUMENTS

Administrative Materials

Voluimne 1.  Administrative Materials for the Application to Register the Plant-
Incorporated Protectant, Bacillus thuringiensis Cryl A.105 and Cry2Ab2
Proteins and the Genetic Material (Vector PV-ZMIR245) Necessary for their
Production in MON §9034 (OECD Unique Identifier: MON-89@34-3).

MRID Number .

Product Summary

Volume 2.  Bogdanova, N.N. 2006. Human Health and Environmental Assessment of
the Plant-Incorporated Protectant Bacillus thuringiensis Cry1A.105 and
Cry2Ab2 Proteins Produced in Com MON 89034,

MRID Number 48951401

Product Characterization

Volume 3.  Rice, J.F,, B.J. Wolff, I.R, Groat, N.K. Scanlon, J.C. Jennings, and J.DD.
Masucci. 2006, Amended Report for MSL-20072: Molecular Analysis of
Com MON §9034. Monsanto Technical Report MSL-20311,

MRID Number 46851402

Volume 4.  Hartmamn, A.J., K.E. Niemeyer, and A. Silvanovich. 2006. Assessment of
the CrylA. 105 and Cry2Ab2 Protein Levels in Tissues of Insect-Protected
Com MON 89034 Produced in 2005 U.S. Field Trials. Monsanto Technical

Report MS1-20285.
MRID Number 46851403
Monsanto Company Transmitta] Document Page 2 of §

06-CR-172E-1



Protein Safety

Volume 5,

Volume 6.

Volume 7.

Volume 8.

Volume 9

Karunanandaa, K., J.J. Thorp, MLE. Goley, 8.L. Levine, and A. Silvanovich.
2006. Characterization of the Cry2Ab2 Protein Purified from the Cormn Grain
of MON 89034 and Comparison of the Physicochemical and Functional
Properties of the Plant-Produced and E. cofi-Produced Cry2Ab2 Proteins,
Monsanto Technical Report MSL-20071.

MRID Number 48951404

Levine, S.L. and J. Uffman. 2006. Evahiation of the Functional Equivalence
of the Cry2Ab2 Protein Produced in E.Coli and Br Against a Sensitive
Lepidopteran Species. Monsanto Technical Report MSE-20132.

MRID Number 46951405

Bomnette, K.I.. 2006. An Acute Oral Toxicity Study in Mice with Cry2Ab2
Protein. Monsanto Study CRO-2005-049. '

MRID Number 489514086

Kapadia, S.A. and E.A. Rice. 2006, Assessment of the in vitro Digestibility
of the Cry2Ab2 Protein in Simulated Gastric Fluid. Monsanto Technical
Report MSL-19931.

MRID Number 46951407

Kapadia, S. and E A. Rice. 2005. Assessment of the in vitro Digestibility of
the CrylA.105 Protein in Simulated Intestinal Fluid. Monsanto Technical
Report MSL-19930.

MRID Number 48851408

Monsanlo Company Transmittal Document Page 3 of 8

06-CR-172E-1
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Volume 10

Volume 11.

Volume 12.

Volume 13.

Thorp, J.J. and ML.E, Goley. 2006, Assessment of the iz vitro Digestibility of
the Cry2Ab2 Protein in Simulated Intestinal Fluid. Monsante Technical
Report MSL-19938. :

MRID Number 46851409

McClain, J.S. and A. Silvanovich. 2006. Bioinformatics Evaluation of the
Cry1A.105 Protein Utilizing the AD6, TOXINS, and ALLPEPTIDES
Databases. Monsanto Technical Report MSL-20351.

MRID Number 46951410

McClain, J.S. and A. Silvanovich. 2006, Bioinformatics Analysis of the
Cry2Ab2 Protein Utilizing the AD6, TOXINS, and ALLPEPTIDES
Databases. Monsanto Technical Report MSI.-20307.

MRID Number 48951411

Davis, S W. 2006. Compamnsecn of Broiler Performance and Carcass
Parameters When Fed Diets Containing MON 89034, Control or Commercial
Corn. Monsanto Study 05-01-50-13, Amended Report.

MRID Number 46851412

Insecticidal Activity

MacRae, T.C., C.R. Browmn, and S.L. Levine. 2006, Spectrum of Insecticidal

Volume 14.
Activity of Bacillus thuringiensis CrylA.105 Protein. Monsanto Technical
Report MSL-20230.
MRID Number 46951413
Monsanto Company Transmittal Document Pagedof &
06-CR-172E-1



Volume 15. MacRae, T.C., C.R. Brown, and 8.L. Levine. 2006. Spectrum of Insecticidal
Activity of Bacillus thuringiensis Cry2Ab2 Protein. Monsanto Technical
Report MSL-20220,
MRID Number 46951414

Volume 16. Headrick, J M., O. Heredia, 1.O. Oyediran, and T.T. Vanghn. 2006.
Assessment of the Efficacy of Lepidopteran-protected Corn MON 89034 and
MON 89597 Against Major Insect Pests in United States, Puerto Rico and
Argentina During 2003-2004 Seasons. Monsanto Technical Report
05-RA-39-05,
MRID Number 46651415

Ecotoxicolopgy Studies

Volume 17. Teixeira, D. 2006, Evaluation of Dietary Effects of Lyophilized Leaf Tissue
from - Corn MON 89034 m a Chronic Exposure Study with
Collenibola (Folsomia candida). Monsanto Technical Report MSL-20169.
MRID Number 48951416

Volume 18. Palmer, S.J. and H.O. Krueger. 2006. Evaluation of Exposure to MON
89034 with the Cladoceran Daphnia magna: An acute static-renewal test with
corn pollen. Monsante Study WL-2005-011.
MRID Number 46851417

Volume 19. Sindermann, A.B., J.R. Porch, and H.O. Krueger. 2006. Evaluation of
Potential Effects of Exposure to Cryl A.105 Protein in an Acute Study with
the Earthworm in an Artificial Soil Substrate. Monsanto Techmical Report
MSL-20147.
MRID Number 46951418 .

Monsanto Company Transmittal Document Page 5of 8
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Volume 20.
Protein on Honeybee Larvae (Apis mellifera 1..). Monsanto Study CA-2005-
071.
MRID Number 48951419

Volume 21. Richards, K.B. 2006. Evaluation of the Dietary Effect(s) of a Cry1A.105
Protein on Adult Honeybees (dpis mellifera 1..). Monsanto Study CA-2005-
072.
MRID Number 48951420

Volume 22. Paradise, M.S. 2006. Evaluation of Potential Dietary Effects of Cryl1A.105
Protein on the Ladybird Beetle, Coleomegilla maculata {Coleoptera:
Coccinellidae). Monsanto Technical Report MSL-20150.
MRID Number 48951421

Volume 23.  Paradise, M.S. 2006. Evaluation of Potential Dietary Effects of Cry2Ab2
Protein on the Ladybird Beetie, Coleomegilla maculata (Coleoptera:
Coccinellidae), Monsantc Technical Report MSL-20151.

MRID Number 468951422

Volume 24, Teixeira, D. 2006. Evaluation of Potential Dietary Effects of CrylA.105
Protein on Minute Pirate Bugs, Orius insidiosus (Hemiptera: Anthocoridag).
Monsanto Technical Report MSL-20170.
MRID Number 46951423

Monsanto Company Transmitlal Document Page6of 8
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Volume 25. Teixeira, D. 2006. Evaluation of Potential Dietary Effects of Cry2Ab2
Protein on Minute Pirate Bugs, Orius insidiosus (Hemiptera: Anthocoridae).
Monsanto Technical Report MSL-20171.

MRID Number 48951424

Volume 26. Sindermann, A.B., J.R. Porch, and H.0. Krueger. 2006, Evaluation of
Potential Effects of Exposure to CrylA.105 Protein in an Acute Study with
the Parasitic Wasp, Ichneumon promissorius (Hymenoptera: Ichneumonidae}.
Monsanto Technical Report MSL-20149.

MRID Number 48851425

Volume 27. Sindermann, A.B., J.R. Porch, and H.0. Krueger. 2006. Evaluation of
Potential Effects of Exposure to Cry2Ab2 Protein in an Acute Study with the
Parasitic Wasp, Ichreumon promissorius (Hymenoptera: Ichneumonidae).
Monsanto Technical Report MSL-20148.

MRID Number 48951428

Volume 28.  Gallagher, S.P. and J.B. Beavers. 2006. Evaluation of Potential Dietary
Effects of MON 89034 with the Northern Bobwhite: an Eight-day Dietary
Study with Cormn Grain. Monsanto Technical Report WIL.-2005-012.

MRID Number 48851427

Volume 29. Muéth, M., T. Curran, J. Warren, S. Dubelman, M. Glaspie, J. Murphy, S.
Levine, J. Holtmeyer, and C. Jiang, 2006. Aerabic Soil Degradation of fl.e
Purified Cry2Ab2 and Cry1A.105 Proteins. Monsanto Technical Report

MSL-20174.
MRID Number 48851428
Monsante Company Transmitlal Document Page 7 of 8
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Volume 30. Huesing, J.E., J.J. Duan, and 5.L. Levine. 2006. Endangered Species Risk
Assessment for Com MON 89034, Monsanto Technical Report
MSI1.0020394.

MRID Number _ 46951429

Insect Resistance Management

Volume 31. Head, G. 2006. Insect Resistance Management Plan for Second Generation
Lepidopteran-Protected Corn, MON 89034. Monsanto Technical Report 06~
RA-39-06.

48851
MRID Number 430

Company Official: (M/ //*‘./%Wff ﬂfﬁ 7, ///JZ
Natalia N. Bogdanova, B.V.M, Date
Regulatory Affairs Manager
(314) 694-3143

Company Name:  Mounsanto Company
Company Contact: Russell P. Schneider, Ph.D.

Director, Regulatory Affairs
(202) 383-2866

Monsanto Company Transmittal Docutnent Page 8 of § -
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The text below applies only to use of the data by the United States Environmental
Protection Agency (U.S. EPA) in connection with the provisions of the Federal
Insecticide, Fungicide, anid Rodenticide Act (FIFRA).

STATEMENT OF DATA CONFIDENTIALITY CLAIM

No claim of data confidentiality is being made for information contained in this document on
the basis of its falling within the scope of FIFRA §10(d)(1)(A), (B), or (C). However, a
supplemental data confidentiality claim is being made for some information claimed herein.
The applicable information has been removed to a confidential attachment.

“We submit this material to the United States Environmental Protection Agency specifically
under requirements set forth in FIFRA as amended, and consent to use and disclosure of this
material by the EPA strictly in accordance with FIFRA. By submitting this material to EPA
in accordance with the method and format requirements contained in PR Notice 86-5, we
reserve and do not waive any rights involving this material that are or can be claimed by the
company notwithstanding this submission to the EPA.”

COMPANY: Monsanto Company

COMPANY AGENT: o ozpbids o D prtiipecormmsao—
Natalia N. Bogdanova, D.V.M.

Regulatory Affairs Manager AR
DATE: September 28, 2006 e
Monsanlo Company Page 2 0f 36
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GLP COMPELIANCE STATEMENT

The materials in this volume do not meet the requirements of the Good Laboratory Practice
Standards, 40 CFR Part 160. This volume provides the administrative materials for the
application to register the plant-incorporated protectant, Bacillus thuringiensis CrylA.105
and Cry2Ab2 proteins and the genetic materia (vector PV-ZMIR245) necessary for their
production in MON 89034, and therefore were not developed in compliance with 40 CFR

Part 160.

P A LG S

Submitter é Date
Natalia N. Bogdanova, D.V.M.
Regulatory Affairs Manager

A a2 %ﬁf?%fﬂﬁ ﬂff’/f a%/” &
Sponsor 4 Date
Natalia N. Bogdanova, D,V .M.
Regulatory Affairs Manager

P e P A T PGPSl
Study Director Date
Natalia N. Bogdanova, D.V.M.
Regulatory Affairs Manager

Monsanlo Company Page 3101{316
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ABBREVIATIONS AND DEFINITIONS

Bt Bacillus thuringiensis
CBI Confidential business information
CFR | U.S. Code of Federal Regulations
 CSE Confidential Statement of Formula
A chimeric protein comprised of sequences from the naturally
: occurring CrylAb, Cryl1F, and CrylAc proteins from Bacillus
Crvl1A.105 thuringiensis
Cry2Ab2 A crystal protein derived from Bacillus thuringiensis subsp. kurstaki
EPA U.S. Environmental Protection Agency
FIFRA Federal Insecticide, Fungicide, and Rodenticide Act
IRM Insect resistance management
A Monsanto corn product, and the subject of this application for
registration, that produces the insecticidal Bacillus thuringlensis
MON 89034 Cry1A 105 and Cry2Ab2 proteins
MRID EPA master record identification number
NTO Nontarget organism
PR Notice EPA Pesticide Registration notice
Deoxyribonucleic acid vector (genetic material) used in the
PV-ZMIR245 transformation of corn to produce MON 85034

Monsanto Company
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SECTION I
ADMINISTRATIVE MATERIALS
Application to Register (Form 8570-1)
Confidential Statement of Formula (Form 8570-4)
Certification with Respect to Citation of Data (Form 8570-34)

Data Matrix (Form 8570-35)

4

Page 6 of 36
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CONFIDENTIAL STATEMENT OF FORMULA

{CBI Cross Reference Number 1}
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K. UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
wE PA 401 M Street, S, W.
WASHINGTON, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 1.25 hours per response for
registration and (.25 hours per response for reregistration and special review activilies, including time for reading the instructions and completing the
necessary forms. Send comments regarding burden estimate or any other aspect of this collection of information, including suggestions for reducing the
burden to Director, OPPE Information Management Division (2137}, U.8. Environmenta! Protection Agency, 401 M Slreet, S.W., Washington DC, 20460,
Do not send the comipleted form to this address.

Certification with Respect to Citation of Data

Applicant’s/Registrant’s Name, Address, and Telephone Number: EPA Registration Number / File Symbol:
Monsanto Company, 800 N. Lindbergh Bivd., St. Lonis, MO 63167 524-XKX

(314) 694-3143
Active Ingredient(s) and/or representative test compound(s): Bacillus thurringiensis CrylA.105 | Date:

and Cry2Ab2 Proteins and the Genetic Material (Vector PV-ZMIR245) Necessary for September 28, 2006
their Production in MON 890334 (OECD Unique Identifier: MON-8934-3) ’
General Use Pattern{s} (list a¥ Ihose claimad for this product using 40 CFR Part 158: Product Name:

| Terrestrial field crop MON 89034
NOTE: If your product is a 100% repackaging of another purchased EPA-registered product labeled for 2l the same uses on your label, you do not
need to submit this form. You must submit the Formulator's Exemption Statement (EPA Form 8570-27).

I:] am responding to a Data-Callin Notice, and have included with this form a list of companies sent offers of compensation {the Data Matrix form
should be used for this purpose).

Section I: METHOD OF DATA SUPPORT {Check one method only)

! am using the cite-alt method of support, and have includad with ! am using the selective mmethod of support (or cite-all option under
I:I this form a list of companies sent offers of compensation (the w the selective method), and have included with this form z
Data Matrix Form should be used for this purpose). <> completed list of data requirements (the Data Matrix form must be
used),

Section ll: GENERAL OFFER TO PAY

I:] fRequired if using Ihe cite-a¥ method or when using the cite-z! option under the selective method to satisfy one or more data requirements)
! hereby offer and agree to pay compensation, to other persons, with regard to lhe approval of this application, to the extent required by FIFRA,

Section lll: CERTIFICATION

! certify that this application for registration, this form for reregisiration, or this Data-Call-In response is supported by all data submitted or cited in
the application for registration, the form for registration, or the Data-Call-In response. In addition, if the cite-a option or cite-zl! option under the selective
method is indicated in Section 1, this application is supported by 2l data in the Agency's files that {1} concern the properies or effects of this product or an
+ff identical or substantially similar product, one or more of the ingredients in this product; and {2} is a type of data that would be required to be submitted
A under the data requirements in effect on the date of approval of this application if the application sought the initiat registration of a product of identical or
simitar composilion and uses.

I certify that for each exclusive use study cited in supporl of this registration or reregistralion, that | am the original data submitter or that | have
obtained the written permission of the original data submitter to cite that study.

| certify that for each study cited in support of this regislration or reregislration that is not an exclusive use study, cither: (a) | am the original data
submitter; () | have obtained the permission of the original data submilter to use the study in support of this application; (c) all periods of eligibilily for
compensation have expired for the study; (d) the sludy is in the public literature; {€) } have notified in writing the company that submitted the study and
have offered (i) lo pay compensation to Ihe extent required by sections 3{c){(1)(F) andior 3(c)2)(B) of FIFRA; and (i) lo commence negotiations to
determine the amount a2nd terms of compensation, if any, lo be paid for the use of the study.

! certify that in 2l instances where an Offer of compensation is required, copies of all offers to pay compensation and evidence of their delivery in
accordance wilh sections 3(c)(1)(F) andfor 3{c)(2)(B) of FIFRA are available and witl be submitted to the Agency upon reguest, Should ¥ i produce
such evidence to the Agency upon request, | understand that the Agency may initiate action to deny, cancel or suspend Ihe registration fray: product in
conformity wilk FIFRA, .

RV

! certify that the statements | have made on this form and al! attachments to It are true, accurate, and completr, .| acknowtedge that any
knowingly false of misleading statement may be punishabte by fine or impriscnment of both under the applicadle Liw, ' ) .

El

P

Signalure Date Typed or Printed :;!amg? and Tide * - ‘

MM%’ e @?{;@J‘W “2-—-| September 28, 2006 | Natalia N. quéénova

Regulatory Arfyrs Manager.

EPA Form 8570-34 (9-97) Eleclronic and Paper Versions available. Submit only Paper version.

Monsanto Company 06-CR-172E-1 Page Pag;e 9 uf 36



Dr. 5. Reilly
Sept 28, 2006
Page 3 of 5

ATTACHMENT

Velume

Category

Document

Hard
Copy

.pdf file for
Edocket

N/A

Cover letter

v

N/A

Transmittal document

<[

v

Administrative volume

Confidential statement of formula

Administrative volume (redacted copy)

1
]
1
2

eliegiali gt

Human Health and Environmental
‘Assessmeit o1 the Plant-Incorporated
Protectant Bacillus thuringiensis
CrylA.105 and Cry2Ab2 Proteins
Produced in Com MON 89034,

<20 felAl

Molecular Analysis of Corn MON
89034,

Assessment of the Cry1 A.105 and
Cry2Ab2 Protein Levels in Tissues of
Insect-Protected Corn MON 89034
Produced in 2005 U.S. Field Trials.

Characterization of the Cry2Ab2 Protein
Purified from the Com Grain of MON
89034 and Comparison of the
Physicochemical and Functional
Properties of the Plant-Produced and E.
coli-Produced Cry2Ab2 Proteins.

Evaluation of the Functional Equivalence
of the Cry2Ab2 Protein Produced in £,
coli and Bt Against a Sensitive
Lepidopteran Species.

An Acute Oral Toxicity Study in Mice
with Cry2 Ab2 Protein.

Assessment of the in vitro Digestibility
of the Cry2Ab2 Protein in Simulated
Gastric Fluid.

Assessment of the i vitro Digestibility
of the Cry1 A.105 Protein in Simulated
Intestinal Fluid.

Assessment of the in vitro Digestibility
of the Cry2Ab2 Protein in Simulated
Intestinal Fluid.

11

Bioinformatics Evaluation of the
Cry1A.105 Protein Utilizing the ADG,
TOXINS, and ALLPEPTIDES
Databases.

Monsanlo Company
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Dr.S. Reilly
Sept 28, 2006
Page 4 of §

Volume | Category

Document

Hard
Copy

| .pdf file for

Edocket

12

B

Bioinformatics Analysis of the Cry2 Ab2
Protein Utilizing the AD6, TOXINS, and
ALLPEPTIDES Databases.

13

Comparison of Broiler Performance and
Carcass Parameters When Fed Diets
Containing MON 89034, Control or

Commercial Com.

14

Spectrum of Insecticidal Activity of
Bacillus thuringiensis CrylA.105
Protein.

15

Spectrum of Insecticidal Activity of
Bacillus thuringiensis Cry2Ab2 Protein.

16

TN

Assessment of the Efficacy of
Lepidopteran-protected Corn MON
89034 and MON 89597 Against Major
Insect Pests in United States, Puerto Rico
and Argentina During 2003-2004
Seasons.

17
g‘r’;}

HE S

Evaluation of Dietary Effects of
Lyophilized Leaf Tissue from Com
MON 89034 in a Chronic Exposure
Study with

Collembola (Folsomia candida).

13

Evaluation of Exposure to MON 89034
With the Cladoceran Daphnia magna:
An Acute Static-renewal Test With Com
Pollen.

Evaluation of Potential Effects of
Exposure to CrylA.105 Protein in an
Acute Study with the Earthworm in an
Artificial Soil Substrate.

20

Evaluation of the Dietary Effect(s) of a
Cry1A.105 Protein on Honeybee Larvae
(Apis mellifera L.).

21

Evaluation of the Dietary Effect(s) of a
Cryl A.105 Protein on Adult Honeybees
{Apis mellifera 1.).

Monsanlo Company
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Dr. 5. Reilly
Sept 28, 2006
Page 5 of 5

Volume | Category

" Document

Hard
Copy

.pdf file for 1

22

B

Evaluation of Potential Dietary Effects of
Cry1A.105 Protein on the Ladybird
Beetle, Coleomegilla maculata
{Coleoptera: Coccinellidae).

Edocket *

23

I

Evaluation of Potential Dietary Effects of
Cry2Ab2 Protein on the Ladybird Beetle,
Coleomegilla maculata (Coleoptera:

Coccinellidae).

24

Evaluation of Potential Dietary Effects of
Cry1A.105 Protein on Minute Pirate
Bugs, Orius insidiosus (Flemiptera:
Anthocoridae).

Evaluation of Potential Dietary Effects of
Cry2Ab2 Protein on Minute Pirate Bugs,
Orius insidiosus (Hemiptera:
Anthocoridae).

26

Evaluation of Potential Effects of
Exposure to Cryl A.105 Protein in an
Acute Study with the Parasitic Wasp,
[chueumon promissorius (Hymenoptera:
Ichneumonidae).

Evaluation of Potential Effects of
Exposure to Cry2Ab2 Protein in an
Acute Study with the Parasitic Wasp,
Ichuneumon promissorius (Hymenoptera:
Ichneumonidae).

28

Evaluation of Potential Dietary Effects of
MON 89034 with the Northern
Bobwhite: an Eight-day Dietary Study
with Comn Grain.

29

Aerobic Soil Degradation of the Purified
Cry2Ab2 and Cryl A 105 Proteins,

30f

0

Endangered Species Risk Assessment for
| Cormn MON 89034,

.
{

-
e

Insect Resistarice Management Plan for
Second Generation Lepidopteran-
Protected Corn, MON 89034,

Monsanlo Company
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LIST OF SUBMITTED DOCUMENTS

Administrative Materials

Volume 1.

Administrative Materials for the Application to Register the Plant-
Incorporated Protectant, Bacillus thuringiensis CrylA.105 and Cry2 Ab2
Proteins and the Genetic Material (Vector PV-ZMIR245) Necessary for their
Production in MON 89034 (OECD Unique Identifier: MON-89(334-3).

MRID Number

Product Summary

Yolume 2.

Bogdanova, N.N. 2006. Human Health and Environmental Assessment of
the Plant-Incorporated Protectant Bacillus thuringiensis CrylA.105 and
Cry2Ab2 Proteins Produced in Cormn MON 89034.

L &3 A -
MRDNumber 1 0 TS0

Product Characterization

Volume 3,

Volume 4.

Rice, LF., B.J. Wolff, ].R, Groat, N.K. Scanlon, J.C. Jennings, and I.D.
Masucci. 2006. Amended Report for MSL-20072: Molecular Analysis of
Corn MON 89034. Monsanto Technical Report MSL.-20311.

MRID Number - O,L, G&e%@/

Hartmann, A1, K.E. Niemeyer, and A. Silvanovich. 2006. Assessment of
the CrylA.105 and Cry2Ab2 Protein Levels in Tissues of Insect-Protected
Corn MON 89034 Produced in 2005 U.S. Field Trials. Monsanto Technical
Report MSL.-20285.

< 05

MRID Number

Monsanto Company Transmittal Docoment Page2of 8

06-CR-172E-1

L&

(¢

LG



Protein Safety

Volume 5.

Volume 6.

Velume 7.

Volume 8.

VYolume 9

Karunanandaa, K., J.J. Thorp, M.E. Goley, S.L. Levine, and A. Silvanovich.
2006. Characterization of the Cry2Ab2 Protein Purified from the Corn Grain
of MON 89034 and Comparison of the Physicochemical and Functional
Properties of the Plant-Produced and E. coli-Produced Cry2Ab2 Proteins.
Monsanto Technical Report MSL-20071.

MRiID Number Y kf

Levine, S.L. and J. Uffman. 2006. Evaluation of the Functional Equivalence
of the Cry2Ab2 Protein Produced in E.Celi and Bt Against a Sensitive
Lepidopteran Species. Monsanto Technical Report MSL-20132,

—0S

MRID Number

Bonnette, K.L. 2006. An Acute Oral Toxicity Study in Mice with Cry2Ab2
Protein. Monsanto Study CR0O-2005-049,

—06

MRID Number

Kapadia, S.A. and E.A. Rice. 2006, Assessment of the in vitro Digestibility
of the Cry2Ab2 Protein in Simulated Gastric Fluid. Monsanto Technical
Report MSL-19931.

07

MRID Number

Kapadia, S. and E.A. Rice. 2005. Assessment of the in vitro Digestibility of

the Cryl A.105 Protein in Simulated Intestinal Fluid. Monsanto Technical

Report MSL-19930.

~-0%

MRID Number

Monsanto Company Transmitial Document Page 3 of 8
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Yolume 10

Volume 11.

Volume 12.

Volume 13,

Thorp, J.J. and M.E. Goley. 2006. Assessment of the in vifro Digestibility of
the Cry2Ab2 Protein in Simulated Intestinal Fluid. Monsanto Technical
Report MSL-19938.

e
MRID Number -"(/?

McClain, 1S. and A. Silvanovich. 2006. Bioinformatics Evaluation of the
Cryl1A.105 Protein Utilizing the ADG, TOXINS, and ALLPEPTIDES
Databases. Monsanto Technical Report MSLL-20351.

— i
MRID Number Y

McClain, I.S. and A. Silvanovich. 2006. Bioinformatics Analysis of the
Cry2Ab2 Protein Utilizing the AD6, TOXINS, and ALLPEPTIDES
Databases. Monsanto Technical Report MSL-20307.

.

—

MRID Number

?/tf:

Le

. z
Davis, S.W. 2006. Comparison of Broiler Performance and Carcass & Z QA )

Parameters When Fed Diets Containing MON 89034, Control or Commercial
Comn. Monsanto Study ¢5-01-50-13, Amended Report.

MRID Number

Insecticidal Activity

Volume 14, MacRae, T.C., C.R. Brown, and S.L. Levine. 2006, Spectrum of Insecticidal
Activity of Bacillus thuringiensis Cryl1A.105 Protein. Monsanto Technical
Report MSL-20230. X
MRID Number -
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Volume 15.

Volume 16.

MacRae, T.C., C.R. Brown, and S.L.. Levine. 2006. Spectrum of Insecticidal
Activity of Bacillus thuringiensis Cry2Ab2 Protein. Monsanto Technical
Report MSL-20229.

MRID Number

Headrick, J.M., O. Heredia, 1.O. Oyediran, and T.T. Vaughn. 2006.
Assessment of the Efficacy of Lepidopteran-protected Corn MON 89034 and
MON 89597 Against Major Insect Pests in United States, Puerto Rico and
Argentina During 2003-2004 Seasons. Monsanto Technical Report

05-RA-39-05. N e

i

MREID Number

Ecotoxicology Studies

Volume 17.

Volume 18.

Volume 19.

Teixeira, D. 2006. Evaluation of Dietary Effects of Lyophilized Leaf Tissue
from Corn MON 89034 in a Chronic Exposure Study with
Collembola (Folsomia candida). Monsanto Technical Report MSL-20169.

MRID Number

Palmer, S.J. and H.O. Krueger. 2006. Evaluation of Exposure to MON
89034 witi1 the Cladoceran Daphnia magna: An acute static-renewal test with
corn pollen. Monsanto Study WL-2005-011.

MRID Nuniber

Sindermann, A.B., J.R. Porch, and H.O. Krueger. 2006, Evaluation of
Potential Effects of Exposure to CrylA.105 Protein in an Acute Study with
the Earthworm in an Artificial Soii Substrate. Monsanto Technjcal Report
MSL-20147. -

MRID Number

Monsanlo Company Transmillat Document Page Sof 8
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Volume 20. Richards, K.B. 2006. Evaluation of the Dietary Effect(s) of a Cry1A.105
Protein on Honeybee Larvae (dpis mellifera L.). Monsanto Study CA-2005-
07t
MRID Number

Volume 21. Richards, K.B. 2006. Evaluation of the Dietary Effect(s) of a Cry1A.105
Protein on Adult Honeybees (Apis mellifera L.). Monsanto Study CA-2005-
072, .
MRID Number

Volume 22. Paradise, M.S. 2006. Evaluation of Potential Dietary Effects of Cry1A.105
Protein on the Ladybird Beetle, Coleomegilla maculata (Coleoptera:
Coccinellidae). Monsanto Technical Report MSE-20150.

MRID Number

Volume 23, Paradise, M.S, 2006, Evaluation of Potential Dietary Effects of Cry2Ab2
Protein on the Ladybird Beetle, Coleomegilla maculata (Coleoptera:
Coccinellidae). Monsanto Technical Report MSL-20151.

MRID Number

Volume 24, Teixeira, D. 2006. Evaluation of Potential Dietary Effects of Cryl1A.105
Protein on Minute Pirate Bugs, Orius insidiosus (Hemiptera: Anthocoridae).
Monsanto Technical Report MSL-20170.

MRID Number
Monsanio Company Transmiltal Document Page 6 of 8§

66-CR-172E-1



Volume 25.

Volume 26.

Volume 27,

Yolume 28.

VYolume 29.

Teixeira, D. 2006. Evaluation of Potential Dietary Effects of Cry2Ab2
Protein on Minute Pirate Bugs, Orius insidiosus (Hemiptera: Anthocoridae).
Monsanto Technical Report MSL-20171.

MRID Number

Sindermamn, A.B., J.R. Porch, and H.O. Krueger. 2006. Evaluation of
Potential Effects of Exposure to CrylA.105 Protein in an Acute Study with

the Parasitic Wasp, Ichneumon promissorius (Hymenoptera: Ichneumonidae).

Monsanto Technical Report MSL-20149.

MRID Number s
I

Sindermann, A B., J.R. Porch, and H.O. Krueger. 2006. Evaluation of
Potential Effects of Exposure to Cry2Ab2 Protein in an Acute Study with the
Parasitic Wasp, Ichneumon promissorius (Hymenoptera: Ichneumonidae).
Monsanto Technical Report MSL-20148.

MRID Number

Gallagher, S.P. and J.B. Beavers. 2006. Evaluation of Potential Dietary
Effects of MON 89034 with the Northern Bobwhite: an Eight-day Dietary
Study with Corn Grain. Monsanto Technical Report WL-2005-012.

MRID Number

Mueth, M., T. Curran, J. Warren, S. Dubelman, M. Glaspie, J. Murphy, S.
Levine, J. Holtmeyer, and C. Jiang. 2006. Aerobic Soil Degradation of th¢
Purified Cry2Ab2 and CrylA.105 Proteins. Monsanto Technical Report ™
MSL-20174. "

MRID Number
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Volume 30. Huesing, J.E., .J. Duan, and S.L. Levine. 2006. Endangered Species Risk
Assessment for Corn MON 89034, Monsanto Technrcal Report
MSL0020394,

MRID Number

Insect Resistance Management

Volume 31. Head, G. 2006, Insect Resistance Management Plan for Second Generation
Lepidopteran-Protected Com, MON 89034. Monsanto Technical Report 06~
RA-39-06.

MRID Number

Company Official: o ZoanGr 57 it case 507 S/
: Natalia N. Bogdanova, BD.V.M. Date
Regulatory Affairs Manager
{314) 694-3143

Company Name:  Monsanto Company
Company Contact: Russell P. Schneider, Ph.D.

Director, Regulatory Affairs
(202) 383-2866
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Form Approved. OMB No., 2070-0060. Approval Expires 2-28-95

Please read insiructions on reverse before completing form.

SEPA

United States

Environmental Protection Agency
Washington, DC 20460

Registration
L]
D Other

OFP Identifier
Number
Amendment

Application for Pesticide ~ Section |

1. CompanyfProduct Number o 2. EPA Product Manager 3. Proposed Classification .
File Symbol 524300y 47 £ Sheryl Reilly
CompanyfProduct {Name) PM# ? J—-/ None D Restricted
MON 89034 50

5. Name and Address of Applicant (Include ZIP Code) 6. Expedited Review. Inaccordance with FIFRA Section 3{c){3){B)i), my
Monsanto Company product is similar or identical in composition and labeling to:
800 North Lindbergh Blvd. EPA Reg. No,
St, Louis, MO 63167

Product Name
D Check if this is a new address

Section -1l

-
A
L]

Amendment — Explain below.
Resubmission in rasponse o Agency letter dated

Notification - Explain below.

Final printed labels In response to

Agency letter dated
“Me Too" Application.

‘E Other — Explain below.

Explanation: Use additional page(s) if necessary, (For Section | and Section 11}
Application to Register the Plant-Incorporated Protectant Bacifius thieringiensis Cryl A.105 and Cry2Ab2 Proteins and the Genetic
Material (Vector PV-ZMIR245) Necessary for their Production in MON 89034 {OECD Unique Identifier: MON-8934-3)

Section -~ 1l

1. Material This Product Will Be Packaged In:

Id-Resistant Packaging

Yes*
D No

* Certification must
be submitted

Unit Packaging

Waier Soluble Packaging

Yes Yes
D No D No
I “Yes" No. per If “Yes” No. per
Unit Packaging wgt.  Contalner Package wgt. Container

2. Type of Container

Metal

D Plastic
D Glass
D Paper

D Cither

{Specify)

}Location of Net Contents Information

D Label ‘ D Container

4. Size{s) Retail Container

5. Location of Label Directions
D On Label

Various El On | abeling accompanying product
6. Manner in Which Label is Affixed to Product D Lithograph D Other
Paper glued
D Stenciled
Section ~ IV
1. Contact Pomt (Complele tems direcily befow for identification of individual to be confacled, if necessary, fo process this application, )
Name Title Telephone No. Hinctude Area Code)
Russell P. Schneider Director, Regulatory Affairs (202) 383-2866
Certification . Date’ Application

1 certify thaf ihe statements | have made on this form and all attachments fherelo are frue, accurale and complele.

{ acknowledge thal any knowingly false or misfeading stalemen! may be punishable By fine or imprisonment or

Raceived

! » J » J{%tamped}

holh under applicable faw.
2. Signature 3. Title I
0,‘;4@:7,/;-,4/‘_;%/ /%:’Méfm,ﬁ Regulatory Affairs Manager
4. Typed Name 5 Bate T

Natalia N. Bogdanova

Tel. (314) 694-3143

September 28, 2006

EPA Form 85701 {Rev. 3-84) Prevlous editions are obsolete.

Monsanto Company

White - EPA File Gopy {original) _ Yeltow - Applicant,Gapy

06-CR-172E-1
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MONSANTO

Bomsa 0 Lot PaNy

Nateelia N, Bogdanora, D.V.AM. 1900 F{Eve) STREET, MW
Regnlatory Affaivy Manager : Sure 450 EasT

(314)-694.3343 WassnaTon, D.C. 200057211
; o sADNE (207) 7832460
Fay {z02) 739-181p
attp:/ S www. moasanto.com

September 28, 2006 o

Document Processing Desk (EUP)

Office of Pesticide Programs (7504C)

U.S. Environmental Protection Agency

One Potomac Yard

2777 S. Crystal Drive e
Arlington, VA 22202-4501 o

Attn:  Dr. Sheryl Reilly, Team Leader 92

Sebj:  Application for the registration of the plant-incorporated protectant Bacillus thuringiensis
Cry1A.105 and Cry2Ab2 proteins produced in MON 89034

Dear Dr. Reilly:

Please find enclosed an application for the registration of the plant-incorporated protectant
Bacillus thuringiensis (Bt) CrylA.105 and Cry2Ab2 proteins and the genetic material necessary
for their production in the corn product MON 89034. MON 89034 is a second-generation
product that produces the CrylA.105 and Cry2Ab2 proteins, which together control a wider
spectrum of lepidopteran pests and offer an enhanced nsect resistance management (IRM} tool
compared to the current lepidopteran-protected corn product MON 810.

EPA established temporary exemptions from the requirement of a tolerance for the CrylA, 1035
and Cry2Ab2 proteins and the genetic material for their production in comn (40 CFR §174.453
and 40 CFR §174.454, respectively). The results of the safety assessment demonstrated that the
Cryl A.105 and Cry2Ab2 proteins as produced in MON 89034 will not pose any significant risk
to luman health or to the environment.

This application includes the following documents that, for purposes of placement in the:Public
Docket, have been classified as ‘A’ (non-confidential documents that can be released, to the
public), ‘B* (data subject to the provisions of FIFRA Section 10(g) and therefore protccted frem
disclosure to multinational or foreign pesticide producers), or ‘C’ (confidential busiress
information). . In addition, pdf files are included on a CD-ROM for placing decuments cldssified
as ‘A’ on the Edocket. The redacted version of the Administrative volumé ch&f file) for the
Edocket excludes the data matrix {agency internal use copy) and confidential attachnient:
Complete description of this submission by category is provided in the attachment.to this lettes.

Monsanto Compaay 06-CR-172E-1



Dr. 5. Reilly
Sept 28, 2006
Page 2 of 5

1t is Monsanto's understanding that the following fee category and amount is appropriate based
on the June 2, 2005 Federal Register notice for Pesticide fees and Decision Times:

» Fee category B81: Register new Al, temporary folerance or exemption exists, SAP
required; .
s Fee Category Amount: $315,000

Should you require any additional information regarding this submission please feel free to
coniact Dr. Russell Schneider in our Washington office (202-383-2866) or me directly (314-694-

3143).

Sincerely,

@WQ Clor )

Natalia N. Bogdanova, D.V.M.

cc: Mike Mendelschn, EPA/OPF/BPPD
Russell Schneider, Monsanto
Monsanto Regulatory Files

Monsanto Company 06-CR-172E-1



SEPA

Form Approved OMB No. 2070-0080

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
431 M Street, S.W.
Washington, D.C. 20460

40t M Slreet, S.W., Washinglon, D¢ 20460. Do not send the form to this address,

Papenwork Reduction Act Notlce: The public reporting buiden for this collection of information is estimated 1o average 0.25 hours per response for regisiralion activilies and 0.25 hows per
response for reregistralion and special review activilies, including time for reading the instructions and compleling the necessary forms. Send comments regaiding the burden estimate or any
other aspect of his collsction of informalion, Including suggeslions for reducing the burden to: Dirgelor, OPRPE information Management Division (2137), U.S. Environmentai Protection Agency,

DATA MATRIX

Date: Septernber 28, 2000

EPA Reg. No/File Symbol: 524-XXX | Page 1ol 9

Applicanl’siRegistrant's Name & Addrass:
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167

Product:  MON 89034

ingredient
ldentificr: MON-89034-3)

Bacithis thuringrensis Cryl A {05 and Cry2Ab2 Proteins and the Genctic Material (Vector PV-ZMIR245) Nécessary for their Production it MON 89034 (OECD Unique

Guideline Reference Number Guideling Study Name MRiD Number Submitter Slalus Note
Administrative Materiols for the Application to Register
the Pant-Incorporated Protectant, Beciffus thuringiensis
Cry{A.105 and Cry2Ab2 Proteins and the Genetic
85,1100 Material {Yector PY-ZMIR245) Necessary for their
885.1200 Production in MON 89034 {OECD Unique Identifier:
885.1500 MON-§9G34-3). Monsanto Company QWN ‘This Appiication
Bogdanova, M.N. 2006. Human Heaith and
Environmental Assessment of the Plant-Ineorporated
Protectant Raciffus thiwringiensis Cry1AL105 and”
Cry2Ab2 Proteins Produced in Corn MON 89034, M » Company OWN This Application
§85.1100 Rice, J.F., B.J. WolfT, J R, Groat, N.K. Seanlon, J.C. A
4%5.1200 Jennings, and L.D. Masueei. 2006. Amended Report for
885.1300 MSL-20072: Molecular Analysis of Corn MON 89034,
292 210 Monsanto Technical Report MSL-20311. Monsanto Company OWN This Application
885.1400 Hartmann, A.J., K.E. Niemeyer, and A, Silvanovich.
885.1500 2006. Asscssment of the Cry1A 105 and Cry2Ab2
885.2200 Protein Levels in Tissues of Inscet-Protected Corn MON
885.2400 89034 Produced fn 2005 U.S. Fictd Trials. Monsanto
885.2500 Technical Report MSL-202835. Monsanto Company OWN This Application
Karunanandaa, K., LY. Thom, M.E. Goley, 5.1.. Levine,
and A. Silvanovicl. 2006. Characterization of the
Cry2Ab2 Protein Purified from the Corn Grain of MON
89034 and Comparisan of the Physicochemical and
Functional Properties of the Plant-Produced and £. cofi-
! Produced Cry2 Ab2 Proteins. Monsanto Technical Repart
§85.2100 MSL-20071. Mo o Compaty QOWN This Application
Stgnature e . Name and Title Date
.o - , /4;3/”,75;‘2 ‘,vaff’ ,:’/4"‘7/ /@“Pﬁf‘zﬂtxfxrwm Natalia N. Bogdanova, D.V.M. September 28, 2006
» il Regulatory Affairs Manager

w

EFA Form 8570-35 (8-97) Electronic and Paper versions available. Submit only Paper version.
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SEPA

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.

Washington, D.C. 20460

Form Approved OMB No. 2(070-0060

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is astimated lo average 0.25 hours per response for registration activities and 0.25 hours per
response for reregisiration and special review aclivities, including time for reading the instructions and compleling the necessary forms. Send commenis regarding the burden estimate or any
other aspect of this callection of information, including suggestions for reducing the burden to: Directar, OPPE Information Management Division (2137), U.S. Environmental Protection Agency,
401 M Street, S.W., Washinglon, DC 20460. Do not send the form 1o this address.

DATA MATRIX

Date: September 28, 2006

EPA Reg. NoJFile Symbol: 524-XXX | Page 2of 9

Applicant's/Registrant's Name & Address:
Monsanto Company, 800 N. Lindbergh Blvd., St. Louts, MO 63167

Product:

MON 85034

Ingredient

Bactilus thuringiensis Cry A0S and Cry2Ab2 Proteins and the Genetic Material {Vector PV-ZMIR245) Necessary for their Produetion in MON 89034 {OECD Unique
Identifter: MON-89034-3)

s 5\“:"" /”?"/Zf". . ‘1{:’ N R e TR A

Natalia N. Bogdanova, D.V.M.

Regulatory Affairs Manager

September 28, 2006

Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note
Levine, S.L. and J. Uftman, 2006. Evaluation of the

885.1100 Functional Equivalence of the Cry2Ab2 Protein Produced

2852100 in E.Cofi and Bt Against a Scnsitive Lepidopleran

885.2200 Species. Monsante Technical Report MSL-20132, Monsanto Company QWN This Apptication
Bonnctte, K.l 2006, An acule oral 1oxicity stndy in

£85.3050 rafee with Cry2Ab2 protein. Monsanto Stady CRO-2003-

885.4150 049, Monsanto Company OWN This Application
Kapadia, 8.A. and E.A. Rice. 2006, Assessment of the in
vitro Digestibility of the Cry2Ab2 Protein in Simulated

385.3050 Gastric Fluid. Monsanto Technicat Report MSL-1993 1, Monsatte Company OWN This Application
Kapadia, 5. and E.A. Rice. 2003, Assessmentof the in
vitro Digestibility of the Cry tA.105 Protein in Simulated

$85.3050 Intestina! Fluid. Monsanlo Technicat Report MSL-15930. Monsanto Company OWN This Application
Thorp, 1.5, and M.E. Goley. 2006, Assessmenl of the iz
vivro Drgestibitity of the Cry2Ab2 Protein in Simulated

8853050 Intestina! Fluid. Mg to Technical Report MSL-19938 M to Company OWN This Application
McClain, 1.5, and A. Sitvanovich. 2008. Bioinformatics

§85.1300 Evaluation of the CrytA.105 Protein Utitizing the AD6,

885.2100 TOXINS, and ALLPEPTIDES Databascs. Monsanto

885.2200. Technica! Reporl MSL-20351. Monsanlg Company OWN This Applicalion

Stgnatuve Name and Title Date

EPA Form 8570-35 (9-07) Elecko

Monsanto Company

nic and Paper versions available. Submil anly Paper version.

w

06-CR-172E-1 Page
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~ Form Approved OMB No. 2070-0060
WE pA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washington, D.C. 20460

Paperwork Reduction Act Notlce: The public reporting burden for this collection of information is estimated 10 average 0.25 hours per response for registration aclivities and 0.25 hours per
response for reregislration and special review activilies, including lime for reading the instructions and completing the necessary forms. Send comments ragarding the burden estimate or any
other aspecl of 1his collection of informalion, including suggestions for reducing the burden 1o; Oirector, OPPE Infarmalion Management Division {2137), U.8. Environmenlal Praleclion Agency,
401 M Slreet, S.W., Washinglon, DC 20480, Do not send the form 1o this address.

DATA MATRIX

Dale: September 28, 2006 EPA Reg. No.fFile Symbol: 524. XXX [Page 3ol 9
Applicanl's/Registrant's Name & Address:
Monsanto Company, 800 N, Lindbergh Blvd., St. Louis, MQ 63167 Producl:  MON 89034

Ingredient  Bacilhis thivingfensis Cry LA 105 and Cry2Ab2 Proteins and the Genetic Malerial (Vector PV-ZMIR245) Necessary for their Production in MON 89034 (QOECD Unique
Identifier: MON-893334-33

Guideline Reference Number l Guideline Study Name MRID Number Submitter Slatus Note
T
MeClain, IS, and A. Silvanovich. 20046, Bioinformalics
285.1300 Analysis of the Cry2Ab2 Protein Utilizing the AD6,
285.2100 TOXINS, and ALLPEPTIDES Databascs. Monsano
8852200 Technical Report MSL-20307. Monsanlo Company OWN This Application

Davis, S.W. 2006, Comparison of Broiler Perfornmnce
and Carcass Parameters When Fed Diets Conaining
MON 82034, Control or Commeicial Com. Monsanio
Study 05-01-50-13, Amended Report. Monsanio Company OWN This Application

MacRae, T.C., C.R. Brown, and S.L. Levine. 2006,
Spectrum of Insecticidal Activity of Baciflus rhwringiensis
Cry | A.105 Prolein. Monsamlo Technical Report MSL-
235.4340 20230, Monsanto Company OWN This Application

MacRae, T.C., C.R. Brown, and S.L. Levine. 2006,
Spectrum of Tnsceticidal Activily of Bacilfus thuringlensis
Cry2AbZ Mrotein. Monsanto Technical Report MSL-
285.4340 20229, Monganlo Conpany OWN This Application

leadrick, I.M., O. Heredia, LO. Oyediran, and T.T.
Vaughn. 2006. Assessment of the Efficacy of
Lepidopteran-protecied Com MON 89034 and MON
v 89597 Againg Major Ingect Pests in United States, Ituerto
- Rico anil Argentina During 2003-2004 Seasons.

W e e ww Monsanio Technical Report 05-RA-39-{5. Monsanty Company OWN This Application
L e o MName and Title Date
. /M_Ad ,/ .@V?ﬁ?—{.—ffﬂ*—mﬁ Natalia N. Bogdanova, D.V.M. September 28, 2006
Signature el Regulatory Affairs Manager
“.  EPAForm:gs? 0-35 {8-57) Electronic and Paper versions available. Submit only Paper version. Agency Internal Use Copy
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o Form Approved OMB No. 2070-0080
WE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washington, D.C. 20460

Paperwork Reduction Act Notlce: The public reporting burden for Lhis colleclion of informalion is eslimaled lo average 0.25 hours per response for regislralion aclivilies and 0.25 hours per
rasponse for reregistralion and special review activilies, including lime for reading Lhe inslruclions and compleling Lhe necessary forms, Send comments regarding lhe burden eslimale or any
olher aspecl of lhis collaclion of informalion, including suggestions for reducing lhe burden lo: Direclor, OPPE Informalion Managermenl Division {2137}, U.S. Environmenlal Proleclion Agency,
401 M Slrael, S W., Washinglon, DC 20460, Do nol send lhe form lo lhis address.

DATA MATRIX

Dale: September 28, 2006 EPA Reg. No./File Symbol: 524-XXX | Page 4 of 9
Applicant’s/Regisiranl’'s Name & Address:
Monsanto Company, 800 N. Lindberglh Blvd., §t. Louis, MO 63167 Product: MON 89034

Ingredient Bacillus thwringfensis Cry1A.105 aud Cry2Ab2 Proleins aud Uie Genetie Malenal (Veclor PV-ZMIR245) Neccssary for Lhetr Production in MON 89034 (OECD Urique
Identificr: MON-8934-3}

Guideline Reference Nurnber Guidelineg Sludy Name MRIO Number Submitier Slalus Nole

Tebieita, D, 2006. Evaluation of Dietary Effects of
Lyophilized Leaf Tissue frorn Com MON 8%034 ina
Chronic Exposure Study with Collembala {Fofsotnin
335.4340 candida). Monsanto Technical Report MSL-20169. Monsante Conpany OWN Thiz Application

Palrmer, 8.1, and 1L.O. Krueger, 2006, Evaluation of
Exposure to MON 83034 with the Cladoceran Daphnig
moagra: An acute statie-rencwal test with corn pollen.
885.4340 Monsanto Study WE-2005-011. Monsante Company OWN This Application

Sindermann, A.B., 1.R. Porch, and HL.G. Krueger. 2006.
Evaluation of Potential Effects of Exposure to CrylA. 103
Protein in an Acute Study with the Earthworm in an

. Artificial Sofl Substrate. Monsanto Technical Report
885.4340 MSL-20147. Monsanto Company OWN This Application

Richards, K.B. 2006. Evaluation of the Dictary Effect(s)
of & Cry LA LS Protein on Honeybee Larvae {dpis
885.4380 meffifera L), Monsante Study CA-2005-071. Monsanto Cormpany OWHN This Application

Richards, X.B. 2006. Evaluation of the Dietary Effeet(s)
of a CrylA. 105 Protein on Adult 1{oncybees (dpis
B85.4380 wellifera L.). Monsanto Study CA-2005-072 Monsanto Company OWN This Application

Paradise, M .S. 2006. Evaluation of Potential Dictary
Effccts of Cry LA, 105 Protgin on the Ladybird Beetle,
N Coleowegiffa maculara (Coleoptera: Coccinellidac).

833 ‘434‘:";?_-"_.»;& - Monsanto Technieal Report MSEL-20 150. Monsanto Cotnpany OWN This Application

Stgnature- ~ - v Name and Title Date
MMZ ol @’m"fﬁ*ﬂf“fﬁwﬂﬁ Natalia N. Bogdanova,D.v.M. | Seplember 28, 2006
Regulstory Affairs Manager
. EPA Forin:B570-35 {9-07)Electronic and Paper versions available, Submit only Paper version. Agency Internal Use Copy
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ey Form approved OB No. 2070-0060
9E PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Sireet, SW.
Washington, D.C. 20460

Paperwork Reduction Act Nolice: The public reporting burden for this colleclion of information is estimated lo average 0.25 hours per response for regisiration activities and 0.25 hours per
response for reregistralion and special review aclivities, including time for reading Ihe instructions and completing the necessary forms. Send comments regarding the burden estimate or any
other aspecl of lhis calection of information, including suggestions tor reducing the burden lo. Director, OPPE Informalion Managemant Division (2137), U.S. Environmenlal Proleclion Agency,
401 M Street, S.W., Washinglon, DC 20460, Do not send the form to this address.

DATA MATRIX

Dale: September 28, 2006 EPA Reg. No./File Symbol: 524-XXX i Page Sof 9
Applicanl's/Registranl's Name & Address:
Monsanto Company, 80¢ N. Lindbergh Blvd., St. Louis, MO 63167 Product,  MON 89034

Ingredient  Bacilins tiniringfensis Cry[A.105 and Cry2Ab2 Protoins and tlie Genetie Malcrial {Veclor PV.ZMIR245) Necessary for their Production in MON 89034 {OECD Unique
identifer: MON-89934-3)

Guidaline Reference Number Guidelineg Study Name MRID Number Submitter Status Note

Paradise, M.S. 2006. Evaleation of Potential Digtary
Effects of Cry2 Ab2 Protein on the Ladybird Bectle,
Coleomegilla macutata (Coleoptera: Coccinellidae).
385.4340 Monsanto Technica| Report MSL-20151, Monsanro Company OWN This Application

Teixetra, 2, 2006, Evaluation of Pofential Dictary
Effects of Cryl A. 105 Profein on Minute Pirate Bugs,
Orius insidiosus (Hemiptera: Anthocoritlag). Monsanto
885.4340 Technical Report MSL-20170, Monsanio Company OWN This Application

Teixeira, D. 2006. Evaluation ol Porential Dictary
Effects of Cry2 Ab2 Protein on Minure Pirate Bugs, Orius
fusichosus (Hemiptera: Anthocoridag). Monsanto
$85.4340 Techtical Report MSL-20171. M to Company OWN This Application

Sindermann, A.B., JL.R. Porch, and H.0, Kruege:. 2006,
Evaluation of Potenrial Effects of Exposute to Cryl A.105
Proreint in an Acute Study with the Parasitic Wasp,
Fehueumon promivsorins (Hymenopreta: tchneumonidae).
885.4340 Monsanto Technical Report MSL-20149. Monsanto Company OWN ‘This Application

Sindermam, A.B., LR. Porch, and H.O. Krneger. 2006.
Evaluation of Potentyal Effects of Exposure to Cry2Ab2
Protein in an Acute Study with the Parasitic Wasp,
Tehneumon promissorins (Hymenopreta: kchnenimonidae).

885.4340 Monsanto Technical Report MSL-20148. Monsanto Company OWN “This Application
Signature Name and Title Date
5T i/m:'y-/'fj’/{’: ’ sf-"”",/ @’ﬁﬁ?’gw Natalia N. Bogdatiova, D.V.M, September 28, 2006
Regulatory Affairs Manager
£PA Form 857(0-35 (8-97) Electronic and Paper versions available. Submit only Paper version. Agency Internal Use Copy
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~ Form Approved OMB No. 2070-0060
WE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, 5.W.
Washington, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this colleclion of information is estimated to average 0.25 hours per response for registration aclivities and 0.25 hours per
response for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any
other aspect of this gollection of information, including suggestions for reducing the burden to: Director, OPPE Information Managemenl Division (2137), 1.8, Environmental Prolection Agency,
401 M Street, SW ., Washington, DC 20460. Do not send the form 10 this address.

DATA MATRIX

Date: September 28, 2006 EFA Reg. No.fFile Symbol: 524-XXX | Page 6of o
Applicant's/Registrant’s Name & Address:
Monsanto Company, 800 N. Lindbergh Blvd,, St. Louis, MO 63167 Product:  MON 89034

Ingredient  Bacilhus thirringiensis Cry LA 105 and Cry2Ab2 Proteins and the Genetic Material {Vector PY-ZMIR2435) Necessary for their Production in MON 86034 {OECD Unique
Identifier: MON-89334-3)

Guideline Reference Number Guideling Study Name MRID Number Submitter Slatus Note

Galtagher, 8.P, and J.B. Beavers, 2006, Evaluation uf
Polentiat Diclary Effects of MON 89034 with the
Northcm Bobwhile: an Eight-day Dictary Suidy with
885.4050 Corn Grain. Monsanto Technical Report WL-2005-012. Monsanlo Company OWN This Application

Mugclh, M., T. Curran, J. Warren, 8. Dubelman, M.
Glaspie, ). Murphy, S. Levine, 1. Holtmeyer, and C.
Jiang. 2006. Aerobic Soil Depradation of the Purified
Cry2Ab2 and CrytA.105 Protcins. Monsznlo Technical
B85.5200 Report MSL-20174, Mousanto Company OWN This Application

Huesing, LE,, 1.1 Duan, and 8.L. Levine. 2006,
Endangered Species Risk Assessmenl for Com MON
80034. Monsanlo Technical Report MSL0020394. Maonsanto Company QOWN “fhis Applicalion

Head, G. 2006. Insecl Resistance Management Plan for
Seeond Generalion Lepidapleran-Protecled Com, MON

89034. Monsanto Technical Report 06-RA-39-06. Mensanto Company OWN This Apptication
Stgnature P Name and Title Date
. A’M”“""/” el ﬁ}—"’rﬁ”fffw Natatia N, Bogdanova, D.V.M. September 28, 2006
Regulatory Affairs Manager
EPA Form 8570-35 (8-97) Electronic and Paper versions available. Submit only Paper version. Agency internal Use Copy -
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~ Form Approved OMB No. 2070-0060
WE pA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.
Washington, D.C. 20460

Paperwork Reduction Act Notice: The public reporling burden for this collection of informalion is estimated to average 0.25 hours per response for registration aclivities and 0.25 hours per
response for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any
other aspect of this collection of information, inciuding suggestions for reducing the burden to: Director, OPPE information Management Division (2137}, 1.5, Environmental Protection Agency,
40t M Street, 5.W., Washington, DG 20460. Do not send the form to this address.

DATA MATRIX

Date; September 28, 2006 EPA Reg. No./File Symbol: 524-XXX l Page 7of 9
Appiicant’s/Registrant's Name & Address:
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product:  MON 85034

Ingredient Bactlhe thuringiensis Cryl A. 105 and Cry2 Ab2 Proteins and the Genetic Matenal (Vector PV-ZMIR245) Necessary for thteir Production in MON 89034 (OECD Unique
identifter: MON-85(534-3)

Guideiine Reference Number Guideline Study Name MRID Number Submitter Status Note

Goenz, B., T. Ganguly, J. I.ee, T. Lee, and E.A. Rice.
2005, Charaeterization of the Cry tA.E0S Protein
turified from the Com Grain of MON 89034 and
Comparison of the Physicochemieat and Funetional
Propertics of the Plant-Produced and E.cofi-Produced
CrylA.t0S Proteins. Monsanto Teehnical Report MSL.-

885.2100 LE60, 46694604 Monsanto Company DWW
Bonnette, K.L. 2005, An Acute Oral Toxicity Study in

885.3050 Mice witht Cry LA 103 Protein. Monsanto Study CRO-

885.4 150 2005-050. 46694603 Monsanto Company OWN

Kapadia, S.A. and E.A. Ricc. 2005, Assessment of the s
wiro Digestidility of the CrytA.103 Protein in Simulated
§85.3050 Gastric Fluid. Monsanto t'cclinical Report MSL- 199295, 46694606 Monsanto Company OWN

Gotey, M.G. and J.J. Thorp. 2005, immunodetection of
Cry2Ab2 and CrytA. 105 Proteins in Comn Grain fron n
MON 89034 Foltowing Heat Treatinent. Monsanto
B85.3050 Technicat Report MSL- 19899, 46694607 Monsanto Company OWN

MaeRae, T.C., C.R. Brown, S.L. Levine. 2005,
Evaluation of the Potential for tnteractions Between the
Bactfus Thirfugiensis Proteins CrytA 105 and CryZAb2.

§85.4340 Monsanto Teelmieat Report MSL-19859. 46694602 Monsanto Company OWN
Date
Stgnature e Name and Title S ber 28, 20
"l R eptember 28, 2006
HMM/‘{ 5 /7’)‘/( Nataliz N. Bogdanova, D.V.M.

Reﬂttlatory Affairs Manager

EPA Form B570-35 (9-97) Electronic and Paper versions available. Submit only Paper version. Agency internai Use Copy
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o~ Form Approved OMB No. 2070-0060
vEPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washington, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per
response for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any
olher aspect of this collection of information, including suggestions for reducing the burden to; Director, OPPE Information Management Division (2137}, U.S. Environmental Protection Agency,
401 M Street, S.W., Washington, DC 20460. Do not send the form to this address.

DATA MATRIX

Date: September 28, 2006 £PA Reg. NoFile Symbol: 524-XXX | Page §of 9
ApplicantsfRegistrant's Name & Address:
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product:  MON 89034

Ingredient Bacillus thuringiensis Cryl1A 165 and Cry2Ab2 Proteins and the Genetic Matcnial (Vector PV-ZMIR245) Necessary for their Froduction in MON 89034 (CECD Unique
identificr: MON-89034-3)

Guideline Reference Number Guideline Study Name ' MRID Number Submitter Status Note

Palmer, 8.1 and H.O. Krcger. 2000, tnsect Proleciion
Protein 2: An Acule Toxicity Sindy With the Earthworm
in an Artiliciat Soil Substrale. Monsanio Technical

BE85.4340 Report MSL-46 477 45086313 M o Company WM

Maggi, V.L. 2000. Evaluation of dictary effeci(s) of
nurified Bacilius vhuringiensiy Cry2 Ab2 protein on honey

8854180 bee tarvae. Monsanto Technical Report MSIL-1696 1. 45337102 Maonsanlo Company OWN

Maggi, V.. 2000. Evaluaion of the Dictary Effect(s} of
Insec Protection Protein 2 on Adult Honey Bees (4piy
885.4380 melfifera 1.}, Monsamo Technicat Report MSIL-16476. 45086308 Monsanto Company OWN

Dudin, Y. A and ¥, Chinnadurai. 2005, Qualialive
Deteclion Melhod for the Cry2Ab2 Protein in Comn 1.caf
and Seed of MON 89034 and MON 89597, Monsanlo

§85.2300 Technicat Report 05-RA-39-04. 46694303 Monsanlo Company OWN
Signature oz Name and Title Date
: e o I T T N i
M./)éf/fﬁ’ I e i Natalia N. Bogdauova, D.V.M. September 28, 2006
Regulatory Affairs Manager
EPA Form B570-35 (9-97) Electronic and Paper versions available, Submit only Paper version. Agency Internat Use Copy
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SEPA

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.
Washington, D.C, 20460

Form Approved OMB No. 2070-0060

Paperwork Reduction Act Notice: The public reporting burden for this colection of infarmalion is estimaled 1o average 0.25 hours per respanse for registralion aclivities and 0.25 hours per
respansg for reregislration and special review activilies, including lime for reading the instruclions and completing the necessary forms. Send commenls regarding the burden eslimale or any
olher aspect of this colleclion of information, induding suggeslions for reducing the burden lo: Direclor, OPPE Information Management Oivision (2137), U.8. Environmental Protection Agency,
401 M Streel, S.W., Washington, DC 20450. Do not send the form 10 Lhis address.

DATA MATRIX

Dale: Seplember 28, 2006

EPA Reg. No./File Symbol: 524-XXX

Page %of 9

ApplicantsfRegislrants Name & Address;
Monsanto Company, 800 N. Lindbergh Blvd., St. Louts, MO 63167

Product  MON 89034

[deutificr: MON-890334-3}

ingredient  Brecillus thuringiensis Cry LA.105 and Cry2Ab2 Proleins and tlie Genelic Material (Vector PV-ZMIR245) Necessary for Wlieir Production in MON 89034 (OECD Unique

Wﬂ? o ﬁf/' fé{ﬂ{fy’;@f&ﬂwzﬂ_

Natzliz N. Bogdaitova, D.V.M.

Regulatory Affairs Manager

September 28, 2006

Guideline Reference Number Guideling Study Name MRID Number Submitter Slatus Nole
885.1 100 Rice, L.F., B.J. WolfF, J.C. Jennings, and J.D. Masucct.
885.1200 2005. Summary of Southern Blot Analysis of MON
885.1300 20034 and MON 89597 Com. Monsanio Technical
885.2100 Report MSL-20068 46694501 Monsanto Company OWN
McCoy, R.L. and A. Stlvanovich, 2005, Bioinformatics
885.1300 Anglysis of the CrylA. 105 Protein Utilizing the ADS,
8835.2100 TOXINS, and ALLPEPTIDES Databases. Monsanto
885.2200 ‘fechnical Repart MSL- 19686, 46694605 Monsanto Company OWN
Teixeira, D. 2000. Asseszment of Chronie Toxicity of
Cotton Tissue Containing Insect Protection Proicin 2 to _
Collembela (Fofsomin cndida), Amended report.
885.4340 Monsanio Technical Report MSL-16174. 45086314 Monsanto Company OWN
Palmer, 8. and 1. Krueger. 2000, [nseci Protection
Pratein 2: A Dietary Toxicity Siudy with Parasitic
Hymenoplera (Muvonia vitripennis). Monsanto Technical
885.4340 Report MSL- 16173, 450863 10 Monsanio Company OWN
Bogdanova, N.N. 2005, Structural and Funetional
Simtlarity of the Cry LA, 105 Protein to CrylA Class of
§85. 1100 Bacillus thuringrensis Proteins. Monsanto Technical
885.2100 Report 05-RA-62-01. 46694601 Monsante Company OWN
Stgnature Name and Title Date

EPA Farm 8570-35 (9-87) Eleclronic and Paper versions available. Submit only Paper version.
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o Form Approvaed OMB No. 2070-0060
wE pA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Sfreet, S.W.
Washington, D.C. 20460

Paperwork Reductlon Act Notice: The public reporting burden for this collection of information is estimated to average .25 hours per response for registration activities and 0.25 hours per
response for reregistration and special review activilies, including time for reading the instructions and completing the necessary forms. Send comiments regarding the burden estimate or any
other aspact of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), 1.5, Environmental Protection Agency,
401 M Slreet, $.W., Washington, DC 20460. Do not send the form |0 this address.

DATA MATRIX
Date: September 28, 2006 EPA Reg. No fFile Symbol: 524-XXX | Page | of 9
Applicant's/Registrant's Name & Address:
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MQ 63167 Proguct:  MON 89034

Ingregient Bactllus thuringiensis Cry ) A.105 and Cry2Ab2 Proteins aud the Genetic Material (Vector PV-ZMIR245) Necessary for their Production in MON 89034 (CECD Unique
Identifier: MON-89$934-1)

Guidsline Reference Number Guideline Study Name MRID Number Submitter Status Note
Monsanto Company OWN This Application
Monsanto Company OWN This Application
Monsanto Company OWN This Application
Monsanto Company OWN ‘This Application
Monsante Company OWN This Application

Stgnature o . N d Titt Date

o "“‘I'{d/' s ﬁ,ﬁﬁ?ﬂwwﬂh—m dme an itle
/,V—A = /é” Natalia N. Bogdanova, D.V.M. September 28, 2006
Regulatory Affairs Manager

EPA Form 8570-35 (9-97} Electronic and Paper versions available, Submit only Paper version. ' Public Ftle Capy
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401 M Street, S.W.
Washinthon, D.C. 20460

{.‘,E pA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

Form Approved OMB No. 2070-0060

401 M Streel, S.W., Washington, BC 20460. Do not send the form 1o this address.

Paperwork Reduction Act Notice: The public reporting burden for this collection of infarmation is estimated o average 0.25 hours per response for registration activities and 0.25 hours per
response for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimale or any
other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division {2137], LS. Environmental Protection Agency,

DATA MATRIX

Date: September 2§, 2006 EPA Reg. No fFile Symbol: 524-XXX | Page 2of 9

Applicant's/Registrant's Name & Address:

Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product: MON 89034

Ingredient Bacillus thoringiensis Cry1 A.105 and Cry2ADb2 Proteins and e Genetic Material (Vector PV-ZMIR245) Necessary for their Production in MON 89034 (CECD Unique

Identifier: MON-896334-3)

Guideling Reference Number Guideline Study Name MRID Number Submitter Status Note
Monsanto Company OWN This Applicalion
Mo w Company OWN ‘T'his Application
Monsanto Company OWN This Apptication
Monsante Company OWN This Application
Monsame Company OWN This Application
Monsanto Company OWN This Application

Signature

Name and Title

Regulatory Affairs Manager

,/f/zﬁfﬁr//; e /’ff?}”ﬂ—/’a@%w""ﬂ“—“ Natalia N. Bogdanova, D.V M.

Date
September 28, 2006

EPA Form 8570-35 (8-97] Electronic and Paper versions available. Submit only Paper version,

Monsante Company 06-CR-172E-1 Page Page 20 of 36

Public Ftte Copy




SEPA

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.
Washington, D.C. 20460

Form Approved OMB No, 2070-0060

Paperwork Reduction Act Nottce: The public reporting burden for this collection of infmmation is estimated to average 0.25 hours per response for registration activities and 0.25 hours per
response for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden sstimate or any
other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE information Management Division {2137}, U.S, Environmental Protection Agency,
401 M Street, 8.W., Washington, DC 20480. Do not send the form to this address.

DATA MATRIX

Date: September 28, 2006

EPA Reg. NofFile Symbol: 524-XXX { Page3of 9

Applicant'sfRegistrant's Name & Address:

Monsarito Company, 800 N. Lindbergh Bivd,, St. Louis, MO 63167

Produet: MON 89034

ingredient Bacillns rinringiensis Cry tA. 105 and Cry2Ab2 Proteins and the Genetic Material {Veetor PV-ZMIR245} Necessary for tlieir Production in MON 89034 (OECD Unigue

Identifier: MON-89234-3}

Guideline Referance Number Guideline Study Name MRID Number Submitter Status Note
Monsanio Conpany OWN "Fhis Application
Monsanio Company QWN This Application
Monsanto Company OWN This Application
Monsanio Company OWN This Application
Monsanto Company OWN This Applcation
Signature . Na 471 Date
. _ - 2D e me and Title
o(;/M P ﬁ Rt R Matalia N. Bogdanova, D.V.M, September 28, 2006
g -
Regulatory Affairs Manager
EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit onfy Paper version. Pubtic Ftte Copy
Monsanto Company 06-CR-172E-]1 Page Page 21 of 36




401 M Street, S.W.
Washington, D.C, 20460

wEPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

Form Approved OMB No. 2070-0060

401 M Sireet, S.W., Washington, DC 20450. Do not send the form to ihis address.

Paperwork Reduction Act Notice: The public 1eporting burden for this collection of infoimation is estimated to average 0.25 houts per response for registration activilies and 0.25 hours per
response for reregisiration and special review activifies, including fime for reading the instructions and completing the necessary foims. Send comments regarding the burden estimate or any
other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmenta! Protection Agency,

DATA MATRIX

Date: September 28, 2006 EPA Reg. NofFile Symbo!: 324-XXX | Pagedof 9

Applicant's/Registrant's Name & Address:

Monsanto Company, 800 N. Lindbergh Bivd., St, Louis, MO 63167 Product. MON 89034

Ingredient Breeithus thuringicusis Cry 1A 105 and Cry2Ab2 Proteins and the Genctic Material (Vector PV-ZMIR245) Necessary for their Production in MON 89034 (OECD Unique

Identifier: MON-8%34-33

Guideling Referenca Number Guidelina Study Name MRID Number Submitter Status Note
Monsanio Company OWN This Application
Mo to Company OWN This Application
Monsanio Company OWHN ‘This Application
Monsanto Company OWN This Apptication
Monsanto Company OWN This Application
Monsanio Contpany OWN This Application

Matalia N. Bogdanova, D.V.M.

Signature // i é/‘ O i Name and Title

Regulatory Affairs Manager

Date
September 28, 2006

EPA Form 8570-35 (9-97) Elactronic and Paper versions available. Submit only Paper version.

Monsanto Company (06-CR-172E-1 Page Page 22 of 36
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& Form Approved OMB No. 2070-0080
WE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
_ 401 M Street, S.W.
Washing}on, D.C. 20460

Paperwark Reduction Act Notice: The public reporting burden for this callection of information is estimated to average 0.25 how's per response for registration activities and 0.25 hours per
response for reregistiation and special review activities, including time for reading the instructions and completing the necessary forms, Send comments regarding the burden estimate or any
other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Oivision {2137}, U.S. Environmental Protection Agency,
401 M Stieel, S.W., Washington, DC 20460. Do not seng the form to this address. )

DATA MATRIX
Date: September 28, 2006 EPA Reg. No.fFile Symbol: 524-XXX | Page 5 of 9
Applicant's/Registrant's Name & Address:
Monsanlo Company, 800 N. Lindbergh Blvd., St. Louts, MO 63167 Product: MON 89034

Ingredient Bacillns thuringfensis Cry1 A.105 and Cry2 Ab2 Proteins and the Genetic Material (Vector PV-ZMIR245) Nccessary for their Production in MON 89034 (OECD Unique
Identifier: MON-89@34-3)

Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note
Monsanto Company DWN This Application
Monsanto Company OWN This Application
Monsanto Company OWN This Application
Monsanto Company OWN This Apptication
Muonsanio Conpany OWN This Application

Signature - Name and Title Date

e ”g/f”f‘"&a"””“ T Natalia N. Bogdanova, D.V.M. | Septcmber 28, 2006
Regulatory Affairs Manager
EPA Form 8570-35 (9-87} Etectionic and Paper versions available. Submit only Paper version, Public File Copy
Monsanto Company 06-CR-172E-1 Page Page 23 of 36
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401 M Streef, S.W.
Washington, D.C. 20460

3E pA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

Form Approved OMB No. 2070-0060

401 M Street, 5.W., Washington, DC 20460. Do not send the form to this address.

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average (.25 hours per response for registration activities and 0.25 hours per
response lor reregistration and special review activities, including time for reading the instructions and completing the necessary forms, Send comments regarding the burden estimate or any
other aspact of this coliection of information, including suggestions for reducing the burden to: Drector, OPPE Information Management Divislon {2137}, U.S. Environmental Protection Agency,

DATA MATRIX

Date: September 28, 2006 EPA Reg. No./Fite Symbol: 524-XXX | Pagebof 9

Applicants/Registrant's Name & Address:

Meongante Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product: MON 89034

tngredient Baciflus thuringiensis Cry YAL05 and Cry2Ab2 Proteins and the Genetic Material (Vector PV-ZMIR245) Necessary for their Production in MON 89034 (OECD Unique

Identifier: MON-89(34-3)

Guideline Reference Number Guideling Study Name MRID Number Submitter Status Note
Monsanio Company OWN This Aoppticalion
Maonsanto Company OWN This Apphcalion
Monsanto Company OWN This Application
Monsante Company OWN This Application

Signature ; o S Name and Title
! . SEY o e

Natalia N. Bogdanova, D.V.M.

Regulatory Affairs Manager

Date
September 28, 2006

EPA Form 8570-35 (2-97) Electronic and Paper versions avadabte. Submit onty Paper version.

Monsauto Company 06-CR-172E-1 Page Page 24 of 36

Public Fite Copy




SEPA

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, SW.
Washington, D.C. 20460

Form Approved OMB No. 2070-0060

Pagerwork Reduction Acl Netlce: The pubtic reperting burden for this coltection of information is estimated to average 0.25 hours per response for registration activifies and 0,25 hours per
response for reregistration and speciai review activitias, incleding time for reading the instructions and completing the necessary forms, Send comments regarding the burden estimate or any
other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division {2137}, U.S. Environmental Protection Agency,
401 M Street, 5.W., Washington, DC 20480, Do not send the form to this address.

DATA MATRIX

Date: September 28, 2006

EPA Reg. No./File Symbol: 524-XXX

Page 7of 9

Applicant's/Registrant’s Name & Address;
Monsanto Company, 800 N. Lindbergh Bivd., St. Louts, MO 63167

Product. MON 89034

Identifier: MON-890)34-3)

Ingredient  Baciflus shirringiensis Cry 1A 105 and Cry2Ab2 Proteins und the Genetic Material (Vector PV-ZMIR245) Neeessary for their Production in MON 89034 (OECD Unique

Guideline Reference Mumber

Stgnature

Guideline Study Name MRiID Mumber Submitter

Status Note
Monsante Company OWN
Monsanto Company OWN
Monsanto Company OWN
Monsanto Company OWN
Maonsanto Conipany OWN

Py - Name and Title
M’{} f’d-/ /a}/"{ﬂ’( Natalia N. Bogdanova, D.V.M.

Date
September 28, 2006

EPA Form 8570-35 (9-97) Electronic and Paper versions available, Submit only Paper version,

Monsanto Company

Regulatory Affairs Manager

06-CR-172E-1 Page Page 25 of 36

Public File Copy




Py Form Approved OMB No. 2070-0080
WE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washington, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is eslimated to average 0.25 hours per response for registration aclivities and 0.25 hours per
response for reregistration and special review activities, including time for re ading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any
other aspect of this colleclion of information, including suggestions for reduging the burden to: Director, OPPE Information Management Division (2137), U.8. Environmental Protection Agency,
401 M Street, S.W., Washington, DC 20460. Oo not send the form 1o this address.

DATA MATRIX

Date: September 28, 2006 EPA Reg. No/File Symbol: 524-XXX | Page 8of 9
Applicant's/Registrant's Name & Address:
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product: MON 86034

Ingredient Bacilius thuringiensis Cry 1A 105 and Cry2AD2 Proteins and the Genetic Material {Vector PV-ZMIR245) Neeessary for their Production in MON 89034 (OECD Usique
Identificr: MON-8%234-3)

Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note
Monsanto Company OWN
Monsante Company OWN
Monsanto Company OWN
Monsonto Company DWN

Signature _ N d Titl Date

_M - T et g ame an ithe
P e o h Natalia N. Bogdanova, D.V.M. | September 28, 2006
Regulatory Affairs Manager
EPA Form 8570-35 (9-97} Electronic and Paper versions available. Submit only Paper version. - Publlc File Copy

Monsanto Company 06-CR-172E-1 Page Page 26 of 36



SEPA

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.
Washington, D.C. 20460

Form Approved OMB No. 2070-G060

Paperwork Reduction Act Notice: The publle reporting burden for this collection of informalion is eslimated to average 0.25 hours per response for registration activilies and 0.25 hours per
response for reregistration and special review activilies, including lime for reading the instructions and completing the necessary forms. Send commenls regarding the burden estimate or any
other aspect of this colfection of information, including suggestions for reducing the burden to: Qirector, OPPE information Management Division (21373, LS. Environmental Protection Agency,
401 M Slreet, S.W., Washington, BC 20460. Do not send the form to this address.

DATA MATRIX

Date: September 28, 2006

EPA Reg. No/File Symbol; 524-XXX

Page 9of 9

Applicant’s/Registrant’s Name & Address:
Monsanto Company, 800 N. Lindbergh Blvd., 8t. Louis, MO 63167

Product: MON 89034

Ingredient Bactffus thuringiensis Cry LA, 105 and Cry2Ab2 Proteins and the Genetic Material (Veetor PV-ZM IR245) Necessary for (lieir Production in MON 89034 (OECD Unique

ldentifier: MON-820)34-3)

Guideline Reference Number Guideling Study Name MRID Number Submitter Stalus Nofe
Monsanto Conzpany OWN
Monsanto Company OWN
Monsanto Company OWN
Muonsanto Company OWN
Monsanto Company OWN

Signature s Byt ) Name and Title Date

.2 A A R e e Natalia N. Bogdanova, D.V.M. | September 28, 2006
Regulatory Affatrs Manager
EPA Form 85706-35 (9-87) Eteclronic and Paper versions available. Submit onty Paper version. Public File Copy
Monsanto Company 06-CR-172E-) Page Page 27 of 36




SECTION II
SUMMARY OF THE APPLICATION

A health and environmental assessment of the Cry1A.105 and Cry2Ab2 proteins produced in
MON 89034, as weil as the product benefits, are provided in Volume 2 of this application.
Studies supporting product characterization and protein safety are provided in Volumes 3
through 13, along with additional studies and information cited in the data matrix.
Insecticidal activity and ecotoxicology studies are presented in Volumes 14 though 29 along
with additional studies and information cited in the data matrix. An endangered species risk
assessment and an insect resistance management (IRM) plan are provided in Volurmes 30 and
31, respectively.

Mensanto Company 06-CR-172E-1 Page 28 of 36

&



SECTION III
PRODUCT LABEL

The subject of this application is for the Bacillus thuringiensis Cryl A.105 and Cry2Ab2
proteins and the genetic material (PV.-ZMIR245) necessary for their production in all corn
containing MON 89034, including field corn, popcorn, and sweet corn. A full and
unrestricted FIFRA section 3 registration is being sought to support commercialization of
this product. Two copies of the proposed label for MON 89034 are attached.

Monsanlo Company 06-CR-172E-1 Page 29 of 36



Plant-Incorporated Protectant Label

MON 89034

Lepidopteran-Protected Corn
(OECD Unique Identifier; MON-89(34-3)

Active Ingredients:

Bacillus thuringiensis CrylA, 105 protein and the genetic material necessary for its
production (vector PV-ZMIR245) in event MON 89034 com......................0.002 — 0.0056%

Bacillus thuringiensis Cry2Ab2 protein and the genetic material necessary for its production
(vector PV-ZMIR245) in event MON 89304 COIM .....ooceeevvriiiniccieeeeirn . 0.0015 — 0.0055%

Percentage (wt/wt) on a dry weight basis whole plant (forage).

CAUTION

KEEP OUT OF REACH OF CHILDREN
NET CONTENTS ___~

EPA Registration No. 524-xxx

EPA Establishment No. 524-MO-002
Monsanto Company

800 North Lindbergh Blvd.
St. Louis, MO 63167

DIRECTIONS FOR USE

Itis a violation of Federal law to use this seed in any manner inconsistent with this labeling.

Information regarding commercial production to be included in the Grower Guide for Cotton
and Non-Cotton Growing Areas.

Monsanto Company 06-CR-172E-1 Page 30 of 36



Plant-Incorporated Protectant Label

MON 89034

Lepidopteran-Protected Corn
(OECD Unique Identifier;: MON-89@34-3)
Active Ingredients:

Bacillus thuringiensis Cry1A 103 protein and the genetic material necessary for its
production (vector PV-ZMIR245) in event MON 89034 com.........ocoveeennne 0.002 — 0.0056%

Bacillus thuringiensis Cry2 Ab2 protein and the genetic material necessary for its production
(vector PV-ZMIR245) in event MON 89304 comn....cccvvvvcnniirienennn....0.0015 ~ 0.0055%

Percentage (wi/wt) on a dry weight basis whole plant (forage).

CAUTION

KEEP OUT OF REACH OF CHILDREN
NET CONTENTS___

EPA Registration No. 524-xxx

EPA Establishment No. 524-M0O-002
Monsanto Company

800 North Lindbergh Blvd.
St. Louis, MO 63167

DIRECTIONS FOR USE

It is a violation of Federal law to use this seed in any manner inconsistent with this fabeling.

Information regarding commercial production to be included in the Grower Guide for Cotton
and Non-Cotton Growing Areas.

Monsanto Company 06-CR-172E-1 Page 31 0f 36 @



SECTION IV
PRODUCT ANALYSIS
Studies and volumes listed in the data matrix included in this application describe the a)
health and environmental assessment of MON 89034, b) the molecular identity of

MON 89034, and c) levels of the Cry1A.105 and Cry2Ab2 proteins produced in tissnes of
MON 89034.

Monsanto Company 06-CR-172E-1 Page 32 of 36



SECTION VY
RESIDUE DATA

On 17 July 2006, EPA established a time-limited exemption from the requirement of a
tolerance for the plant-incorporated protectants: Bacillus thuringiensis CrylA.105 protein
and Bacillus thuringiensis Cry2 Ab2 protein, and the genetic materzal necessary for their
production in corn (40 CFR §174.453 and 40 CFR §174.454, respectively). Therefore,
residue data are not required for this product.

Monsanlo Company 06-CR-172E-1 Page 33 of 36



SECTION VI
NONTARGET ORGANISM DATA

Studies have been conducted by Monsanto to characterize the potential hazards to nontarget
organisms (NTOs) as a result of exposure to the CrylA.105 and Cry2Ab2 proteins, and are
presented in this application. Reports for relevant studies previously submitted to EPA are
referenced by MRID in the data matrix. The environmental assessment of the Cry1A.105
and Cry2Ab2 proteins produced in MON 89034 is described in Volume 2 of this application.

Monsanlo Company 06-CR~172E-1 Page 34 of 36



SECTION VII
TOXICOLOGY DATA

Studies conducted to assess the potential toxicity and allergenicity of the Cryl A.105 and
Cry2Ab2 proteins have previously been submitted to EPA and are referenced by MRID in
the data matrix. Studies were conducted demonstrating the equivalence of the CrylA.105
and Cry2Ab2 proteins used as test material in these potential toxicity and allergenicity
studies, to the Cryl1A.105 and Cry2Ab2 proteins produced in MON 89034, respectfully. The
study demonstrating functional equivalence of the £. coli- and plant-produced CrylA.105
protein 1s referenced by MRID number 46694604 in the data matrix, and the study
demonstrating functional equivalence of the E. coli- and plant-produced Cry2 Ab2 protein is
included as Volume 5 of this application.

Monsanto Company 06-CR-172E-1 Page 35 of 36



SECTION VIII

EFFICACY DATA

Data demonstrating the efficacy of the Cry1A.105 and Cry2Ab2 proteins produced in

MON 89034 are presented in this application. The spectrum of insecticidal activity of the
CrylA.105 and Cry2 Ab2 proteins are presented in Volumes 14 and 15, respectively, and the
efficacy of MON 85034 against major insect pests in U.S. is presented in Volume 16 of this
application. The proposed IRM plan for MON 89034 is provided in Volume 31 of this
application.

Monsanto Company 06-CR-172E-1 Page 36 of 36
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EPA Registration File No. 524-575 (Vol. 1).
Page is not included in this copy.

Pages 344 through 346 are not included in this copy.

The material not included contains the following type of
information:

Identity of product inert ingredients.

Identity of product impurities.

Description of the product wmanufacturing process.
Description of quality control procedures.
Identity of the source of product ingredients.
Sales or other commercial/financial informatiocn.
A draft product label.

X The product confidential statement of formula.
Information about a pending registration action.
FIFRA registration data.

The document is a duplicate of page(s)

The document is not responsive to the request.
Proprietary information pertaining to the chemical
composition of an inert ingredient provided by the source
of the ingredient.

Enforcement sensitive information.

Attorney-Client Privilege.

Claimed Confidential by submitter upon submigsion to the
Agency.

Internal Deliberative Information.

* The informaticn neot included is generally considered confidential by product
registrants. If you have any guestions, pleasge contact the individual who
prepared the response to your reguest.




VOLUME 1
Administrative Materials for the Application to Register the Plant-Incorporated Protectant,
Bacillus thuringiensis Cryl1A.105 and Cry2Ab2 Proteins and the Genetic Material (Vector
' PV-ZMIR245) Necessary for their Production in MON 89034
(OECD Unigue Identifier: MON-89@334-3)
EPA File 524 - XXX

CONFIDENTIAL ATTACHMENT

AUTHOR

Natalia N. Bogdanova, D.V.M.
Regulatory Affairs Manager

SUBMISSION DATE

September 28, 2606

SUBMITTING REGISTRANT
Monsanto Company

800 N. Lindbergh Blvd.
St. Louis, MO 63167

MONSANTO REFERENCE No.

06-CR-172E-1

Monsanto Company Confidential Attachment Page 1 of 5
06-CR-172E-1



EPA Regigtration File No. 524-575 (Vol. 1).
Page 348 is not included in this copy.

Pages through are not included in this copy.

The material not included contains the following type of
information:

Identity of product inert ingredients.
Identity of product impurities.
_ Description of the preduct manufacturing process.
Description of quality control procedures.
Identity of the source of product ingredients.
Sales or other commercial/financial information.
A draft preduct label.
The preoduct confidential statement of formula.
Information about a pending registration action.
X  FIFRA registration data.
The document is a duplicate of page(s)
The document is not responsive to the regquest.
Proprietary information pertaining to the chemical
composition of an inert ingredient provided by the source
of the ingredient.
Enforcement sensitive information.

Attorney-Client Privilege.

Claimed Confidential by submitter upon submission to the
Agency.

Internal Deliberative Information.

* The information not included is generally considered confidential by product
registrants. If you have any guestions, please contact the individual who
prepared the response to your request.






